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Ortec International, Inc.
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New York, New York 10032
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Letter to Shareholders

Dear Shareholders, . . o .o

2005 was a year filled with challenges, resiliency, and sustained progress. Mustering the fortitude to overcome the
challenges that presented themselves, we now stand at a positive inflexion point. We look forward to the coming year with
a sense of optimism based on the real value enhancmg opportunities that lie ahead while ever mindful of the new challenges
that inevitably are on the horizon. : \ ‘

QOur near term value enhancmg opportunity- is obtaining approval for the use of OrCel® in the treatment of venous leg
ulcers. Towards achieving that end, we have recently completed enrollment of a pivotal (Phase III) trial designed to
confirm the superiority of OrCel® over the standard of care therapy in the healing of difficult to heal venous leg ulcers.
Within the next few months, after the completion of the. treatment phase of the trial, we look ahead to analyzing the data
and being able to submit a Pre- Market Approval (PMA) application to the Food and Drug Administration (FDA) later this
year. We continue to believe OrCel® is a first in class product which will be marketed to patients with significant unmet
medical needs. Clearly, approval of our product by the FDA should be a value- enhancmg event for our company.

In ‘an attempt to further enhance shareholder value broaden investor. interest, and create additional value-enhancing
opportunities, we recently acquired two fibrin derived advanced biomaterial technologies, Fibrin Microbeads (FMB) and
Haptides™. FMB have the potential to play a significant role in advancing stem cell therapy having demonstrated the
ability to efficiently recover adult stem cells and allow for differentiation, proliferation, and potential reimplantation into
the patient. Haptides™ utilize proprietary synthetic peptides that mimic the mechanism of cell attachment to fibrin. These
peptides have demonstrated the ability to significantly enhance cell attraction and attachment. We believe Haptides™ can
be of significant value in the development of product opportunities applicable to tissue regeneration, cosmetic tissue
augmentation, wound healing, and orthopedics. We are implementing a business strategy for these newly acquired
technologies that involves in-house development and our seeking licensing and collaborations for a range of applications.
Adding these cutting edge technologies to our existing product and technology portfolio puts us squarely in the very
exciting and growing field of stem cells and regenerative medicine and provides us with a number of synergistic
technologies with which we can develop products. We believe our expertise and knowledge in the areas of cell biology,
biomaterials, and tissue regeneration which we have developed during the past 15 years, provide a solid platform from
which we can effectively expand our focus to the development of stem cell and regenerative medicine products.
. . . I ST . oo

To allow us to achieve our objectives and réalize the value associated with our accomplishments, we will need to continue
to access the capital markets. Puring. the past year, we managed to attract new investors and received equity capital in
excess of $11,500,000 and concurrent with the recerit acquisition of our two new; technologies, we raised an additional $6.1
million. As we continue to make progress.and implement our.business plan, with the continued support of our
shareholders, we believe we can continue to raise the capital that will be necessary to reap the fruits of our labor.

The success of a company:is dependent on an array of factors, some which are controllable and those that are not. Together
with our dedicated and valued employees, we continue to have the commitment and dedication to focus on those factors
which we can control and maintain the confidence and demonstrated ability to react to those we.cannot.

We thank you, our shareholders, old and new, for your contmued support Wthh is critical to achieve our goals and allow us
to grow the value of our company i caon o ‘

b

Ron Lipstein ‘ T
Vice Chairman and CEO : ' O T

May 2006 s




INFORMATION RELATING TO FORWARD LOOKING STATEMENTS

This Annual Report on Form 10-KSB includes forward lookmg statements wrthm the meaning of Section 21E of the
Securities Exchange Act of 1934. These forward-looking statements involve a number of risks and uncertainties. Such
forward-looking statements include statements about our strategies, intentions, expectations, goals, objectives, discoveries,
collaborations, preclinical and clinical programs, and our future achievernents. These forward-looking statements can
generally be identified as such because the context of the.statement will-include words such as “may,” “will,” “intends,”
“plans,” “believes,” “anticipates,” “expects,” “estimates,” “predicts,” “potential,” “continue,” or “opportunity,” the negative
of these words or words of similar import. For-such statements, we claim the protection of the Private Securities Litigation
Reform Act of 1995. Readers of this Annual Report on Form 10-KSB are cautioned not to place undue reliance on these
forward-looking statements, which speak only as of the date on which they are made. These forward-looking statements are
based largely on our expectations and projections about future events and future trends affecting our business, and are
subject to risks and uncertainties that could cause actual results to differ materially from those anticipated in the forward-
looking statements. Important factors that could cause actual results to differ materially from those in these forward-looking
statements are disclosed in this Annual Report on Form 10-KSB. in¢luding, without limitation, those discussions under
“RISK FACTORS” in “Item 1. Business”. In addition, past financial and/or operating performance is not necessarily a
reliable indicator of future performance and you should not use our historical performance to anticipate resuits or future
period trends. We can give no assurances that any of the events anticipated by the forward-looking statements will occur or,
if any of them do, what impact they will have on our results of operations and financial condition. Except as required by
law, we undertake no obligation to publicly revise our forward-looking statements to reflect events or circumstances that
arise after the filing of this Form 10-KS$SB or documents mcorporated by reference herein that include forward -looking
statements. . . : .

[TINTS (LT3

In this Annual Report on Form 10-KSB, “Ortec,” *we,” “us” and “our” refer to Ortec Internatronal Inc. and our wholly
owned subsidiary, Orcel LLC, unless the context otherwise provides. i

f

PART I
Item 1. DESCRIPTION OF BUSINESS -
Overview

We are a development stage tissue engineering company with core competencies in cell culturing, biology and biomaterials.
We have developed a proprietary and patented technology that we call OrCel ® (ORCEL), which is used to stimulate the
repair and regeneration of human skin. ORCEL is a two-layered tissue engineered dressing that consists of human derived
skin cells, both dermal and epidermal, supported within a porous collagen matrix.. The composite matrix is seeded with
keratinocytes (epidermal cells) and fibroblasts (dermal cells). When ORCEL is apphed to.the wound srte it produces-a mix
of growth factors that stimulates wound closure.

Our primary target patient populations for-the use of ORCEL are persons with venous stasis and diabetic foot ulcers, which
we believe are large potential markets for.the use of ORCEL. We also beheve that ORCEL may have apphcatrons for
cosmetic surgery, and other types of chronic and acute wounds. . .+ .. = - ,

We have developed the technology. for the cryopreservation -of ORCEL without diminishing its: effectiveness.
Cryopreservation is the freezing of our product to give it an extended shelf life. Currently, ORCEL has a shelf life of no
less than seven months, as opposed to only a few days with the non-cryopreserved product. We believe that the Jonger shelf
life will reduce the cost per unit of producmg ORCEL as well as provide us with a marketing advantage over non- frozen
competitive products.

In 2001, the FDA granted our application for the commercial sale of the fresh form of ORCEL for the treatment of donor
site wounds. A donor site wound is created in an area of the patient's body from which the patient's’skin was taken to cover
a wound at another part of such patient's body. In 2001, the FDA also granted our application for the commercial sale of
the fresh form of ORCEL for use on patients with recessive dystrophic epidermolysis bullosa undergoing “hand
reconstruction, as well as to treat the donor site wounds created during the surgery. Recessive dystrophic epidermolysis
bullosa is a condition in which a newborn infant's skin instantly blisters and can peel off at the slightest touch and leave
painful ulcerations and permanent scarring resulting in deformity of the hands and feet.

From December 2001 through December 2002, our gross revenues from the sale of ORCEL, using a limited contracted
sales force, were $265,665. We discontinued our sales efforts and the manufacture of fresh ORCEL for commercial sale
preferring to use our limited financial resources for the completion of our clinical trial for the use of cryopreserved ORCEL
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in the treatment of venous stasis ulcers. Based .on published information-we believe.that the use of ORCEL for the

treatment of patients suffering from venous stasis ulcers, and of patients suffering from diabetic foot ulcers, each represents

a significantly larger potentral market than the use of ORCEL for the treatment. of donor site wounds or ep1derrnolys1s
bullosa. : :

We completed a p1votal clinical trial for the use of ORCEL in its cryopreserved form for the treatment of venous sta51s
ulcers. Venous stasis ulcers are open lesions on the legs which result from the poor circulation of the blood returning from
the legs to the heart. In February 2004, we filed .with the Food and Drug Administration (FDA) our application for
clearance to market ORCEL for the treatment of venous stasis ulcers. In thecprocess of reviewing our application the FDA
requested clarification of the various information provided by us. After a number of meetings:we had with the FDA’s staff
and additional submissions we made to the FDA, on April 25, 2005 the FDA advised us that although our cryopreserved
ORCEL showed promise for the effective treatment of venous stasis ulcers, additional clinical data would be required to
demonstrate reasonable assurance of the safety and effectiveness of cryopreserved ORCEL in treating patients with venous
stasis ulcers, before the FDA would clear ORCEL for commercial sales for such treatments. The clinical data from the
pivotal trial of 136 patients submitted to the, FDA showed that in 60 patients who had typical venous ulcers (defined as
those ulcers with partial or full-thickness ulcers in which-the-wound base is visible and the ulcer extends through the dermis
but not into the subcutaneous tissue to fascia, muscle or bone), 59% 'ofthe. ORCEL treated patients achieved wound closure
versus 36% of the patients who received the standard of care treatment. The FDA agreed. that data of these 60 patients
would be combined with that of the 60 patients to be enrolled in a confirmatory clinical trial and the combined results will
be analyzed using Bayesian statistics. We obtained FDA approval for our confirmatory trial protocol-in mid July 2005 and
began the confirmatory trial in mid” August 2005. We-expect to complete enroliment for.this clinical:trial no later than April
2006. When the clinical trial is completed we will work towards-obtaining regulatory. clearance-for commercial sales of
cryopreserved ORCEL to treat venous stasis ulcers.

We have deferred conductmg a p1votal ‘clinical tr1al for the use of ORCEL in the treatment of dlabetlc foot ulcers untll after
FDA determination of whether we may make commercial sales of cryopreserved ORCEL to treat venous stasis ulcers. We
completed a pilot clinical trial for the use of ORCEL, in its fresh, not cryopreserved form i in the treatment of diabetic foot
ulcers in the latter. part of 2001. The results of that clinical trial showed a 75% 1mprovement over the standard of care as
well as a daily healing rate that was tw1ce as fast as the standard of care, for. those patients treated w1th ORCEL. On January
6, 2005, we submitted a modified protocol to the FDA for the conduct of a clinical trial of cryopreserved ORCEL to treat
diabetic foot ulcers. In February 2005, the FDA completed a review of our modified protocol and gave us permission to
initiate a pivotal trial evaluating cryopreserved ORCEL in the treatment of d1abetlc foot.ulcers. We expecl. to initiate patient
enrollment for the diabetic foot ulcers pivotal chmcal trial shortly. after receiving FDA. clearance for commercial sales of
ORCEL in the treatment of venous stasis ulcers. We expect that the diabetic foot ulcers clinical trial will be conducted at up
to 25 clinical centers and involve up to approximately 200 patients.

We have a Cell Therapy Manufacturing Agreement with Cambrex Bio Science Walkersville, Inc., a subsidiary of Cambrex
Corporation (Cambrex), for Cambrex. to produce ORCEL for us in Cambrex’ productlon facrhtles in Walkersv1lle
Maryland. Cambrex is experienced in producmg cell based medical products such as ORCEL. Havmg Cambrex produce
ORCEL for us alleviated the need for us to build and equip our own productlon and distribution facrhty, thus avoiding a
large capital outlay, and we believe is. otherw1se more cost effective for us. We have also entered into a Sales Agency
Agreement with Cambrex for Cambrex to be the excluswe distributor of ORCEL in the Umted States Canada and Mexico.
Our sales agency agreement with Cambrex requires Cambrex to spend $4, 000,000 in a s1xteen month period to create a
dedicated sales force for, and otherwise to arrange for the sale of ORCEL That agreement also provrdes us with the major
share of revenues from the sale of ORCEL, a dedicated sales, force and an amendment to our Cell T herapy Manufacturing
Agreement with Cambrex resulting in a $1,500,000 reductlon in'the amount we were requrred to contribute to building a
larger production facility. We believe that our productron and sales agreements Wrth Cambirex will enable us to begin
commercial sales of ORCEL in the United States shortly after, and if, we get clearance from the FDA to begin commercial
sales of cryopreserved ORCEL for the treatment of venous stasis ulcers. During 2005, Cambrex further supported our
efforts both through a $200,000 investment in the January 2005 private placement and in agreeing to accept our common
stock and warrants in exchange for approximately $800,000 of production suite charges for the period May through
October 2005. As of March 20, 2006, the common stock and warrants exchanged for. the productron suite charges in 2005
had not been issued. Addmonally, for the period January through June 2006, Cambrex has agreed to accept our common
stock and warrants in exchange for approx1mately $800,000 of production suite charges

While our immediate focus continues to be the commercrahzatron of our, core technology for chromc Wounds and wound
management, we continue to look at opportumt1es in which we can leverage our cell culturmg biomaterials and regulatory
knowledge and expertise to broaden our ‘potential sources of revenue. .
In October 2004 we entered into a collaboration agreement with Hapto Biotech Inc. (Hapto). Hapto is a privately-held
company involved in the field of tissue engineering focused on the development of two proprietary fibrin derived platform
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technologies: Fibrin Micro Beads (FMB’s) and Fibrin based \peptides'(Haptidesm), which have demonstrated the ability to
optimize the recovery, potential delivery and therapeutic value of adult stem cells. Hapto’s research indicates that FMB’s
have the ability to efficiently recover adult stem cells from mixed cell populations, as well as allow for their gfowth,
proliferation and potential reimplantation into the patient. Hapto’s research also indicates that Haptides™ have the ‘ability to
enhance cell attraction and attachment, as well as effect cellular internalization of macromolecules and nanoparticles,
‘allowing. for the potential development of products for the stem cell, tissue regeneration and tissue augmentation, gene
therapy and drug delivery markets. The objective of the.collaboration -entered into in October 2004 was to combine our
proprietary collagen biomaterial and know:'how with Haptides™ to develop a non cellular peptide based collagen
biomaterial which could promote. the attraction and attachment of ‘healthy cells within the patient’§ body in regenerating
new tissue or repairing wounds. The collaboration’s pre-clinical animal studies with this biomaterial showed promising
results. Based on these promising results and the potential of the FMB’s technology, on December 15, 2005, we executed a
non-binding letter of intent to acquire’ Hapto, -and all its. fibrin based technology "and intellectual property. On April 14,
2006, we completed the acquisition of Hapto after the acquisition was approved by Hapto® shareholders and we received
commitments for over $6,000,000 from a private placement sale-of our equity securities. The receipt of such gross proceeds
was a condition for the closing of our acquisition of Hapto. For such acquisition we issued to the Hapto shareholders a total
of 30,860,000 shares of our common stock and warrants to purchase an additional 3,000,000 shares at $0.30 per share.
Rodman & Renshaw, LLC served as our advisor for this acquisition. On April 17, 2006, we completed the above pnvate
placement sale of our equity securities for aggregate proceeds of $6,176,000.

Hapto has not conducted any human chmcal trrals to determme the safety and effectweness in using FMB’s or Haptides to
treat human medical conditions. Hapto has performed résearch on the potential use of FMB’s and Haptides in animal tests
and in vitro testing and this data has been published. Hapto’s research is conducted in Israel.

We believe that our experience and knowledge in the areas of cell biology, biomaterials and tissue regeneration provide a
platform from which we can effectively expand our focus to include the development of stem cell and regenerative
medrcme products. In anticipation of receiving FDA approval during the next year to begin marketing our ORCEL product
for the treatment of venous leg ulcers, we believe we should identify our future growth opportunities. Adding Hapto’s
technologies to our product and technology puts us in the growing field of stem cells and regenerative medicine. We
beheve Hapto’s technologres and focus present an attractive opportumty for us and our shareholders

Ortec was organized in 1991 under the laws of the State of Delaware for the purpose of acquiring, developing, testing and
marketing ‘our skin feplacement product. Our executive offices are located at 3960 Broadway, New York, New York, and
our telephone number is (212) 740 6999. Our webs1te address is www. ortecmternatronal com

The Product

ORCEL is produced from cells derived from infant foréskins ‘obtained during routine circumcisionis. The immature,
neonatal cells are highly reproductive and provide enhanced proliferation and rapid remodeling of the human skin. We
separate the epidermis from the dermis and treat each of these layers to release individual keratrnocyte (epidermal) and
fibroblast (dermal) cells, which are the primary cellular components of human skin. We grow the fibroblast “and
keratinocyte cells in cultures in large quantities, then freeze and store them ds a cell bank, ready for use. Prior to the use of
each cell line, we conduct extensive testing and screening in accordance with current FDA gurdelmes to ensure that the
cells are free of presence of bactenal contaminants, viruses, pathogens, tumorigenicity or other transmittable diseases. We
then apply the dermal fibroblast cells to a proprietary, cross-linked bovine collagen sponge to form the dermal layer matrix
and we grow the epidermal keratinocyte cells on a separate non- porous layer of collagen. We then incubate and supply this
composite matrix with the proper nutrients to allow the cells to multiply and for the fibroblasts to _permeate inside and
anchor to the porous collagen sponge. The top layers of kerafinocyte eells and bottom layers of fibroblast cells in the
collagen matrix, together constrtute our propnetary ORCEL

Original Research

Dr. Mark Eisenberg, a phys1c1an in Sydney, Australia, developed our technology. Dr. Ersenberg is a director and one of our
founders. He has been involved in biochemical and clinical research at the University of New South Wales in Australia for
over twenty-five years, focusing primarily on treating the symptoms of epidermolysis bullosa. In 1987, through his work on
epidermolysis bullosa, Dr. Eisenberg first succeeded in growing epidermal layers of human skin, which he successfully
applied ‘as an allograft on an epidermolysis bullosa patient. An allograft is a transplant other than with the patient's own
skin. Dr. Eisenberg continued his research which eventually led to the development of ORCEL a’ tlssue engmeered
dressing which consists of both the dermal and epidermal layers




Government Regulation

We are subject to extensive government regulation. Products for human treatment are subject to rigorous pre-clinical and
clinical testing procedures as a-condition for clearance by the FDA and by similar authorities in foreign countries prior to
commercial sale. Upon the completion of our current confirmatory clinical trial evaluating ORCEL for treatment of venous
stasis ulcers we will again submit our PMA application to the FDA to determine whether we may make commercial sales of
our product to treat venous stasis ulcers. However, it is not possible for us to determine whether the results from our human
clinical trial will be sufficient to obtain FDA clearance.

The FDA Clearance Process

Pursuant to the Federal Food Drug and Cosmetic Act and regulations promulgated thereunder, the FDA regulates the
manufacture, distribution and promotion of medical devices in the United States. ORCEL is considered by the FDA to be a
medical device and is therefore regulated by the Center for Device and Radiological Health. We must receive pre-market
clearance from the FDA for any commercial sale of our product Before receiving such clearance we must provide proof in
human clinical trials of the safety and efficacy of ORCEL. Pre-market clearance is a lengthy and expensive process.

The steps in the FDA clearance process may be summarized as follows:

. The sponsor (such as Ortec) prepares a protocol which sets forth in detail all aspects of the proposed
clinical trial. The information includes the number of patients to be treated, the number of sites (hospitals
and clinics) at which the patients in the clinical trial are to be treated, the then current standard of care
with which the patients in the control group (in comparable medical condition as the patients to be treated
with the medical device wh1ch is the subject of the clinical trial) are to betreated, the treatment frequency
and the statistical plan that will be utilized to analyze the data derived from the clinical trial.

. The protocol also has to establish the safety of the use of the medical device to be studied in the trial.
Safety can be established in a number of ways. One is by showing the results of use of the medical device
in treatments in other clinical trials, in hospital approved treatments elsewhere in the world or by use .in
animal clinical trials and/or in an FDA cleared "pilot" clinical trial in which far fewer patients are treated
than in the definitive "pivotal” clinical trial. »

- The sponsor submits the protocol to the FDA.
. The FDA staff gives their.comments, objections and requirerﬁents on the submitted protocol.
- . . The sﬁonéor'fedrafts the protocoi and otherv&;ise rosponds to the FDA's comments.
.« The sponsor recruits hospitals and clinics as sites at Wthh the patlcnts in the study are to be treatcd Such

. recrultment begins with or prior to the preparation of the protocol. -

. After the FDA clears the protocol the trial sites and the sponsor recruit the patients to be treated in the
study.
. The patients are treated at not more than the number of trial sites specified in the protocol. One half of the

patients are treated with the medical device being studied and the other half, the control group, w1th the
then current standard of care for treatment of the same medical condmon ‘
. ) . * :
.. The sites follow up each treated patient (for the period and the number of times provided in the FDA
: cleared protocol) to determine the efficacy of the medical device being studied in the treatment of the
medical condition 1dent1ﬁed in the protocol, as agamst the efficacy of the standard of care used in the

study.
. The sponsor assists and monitors compliance w1th the protocol's requlrements in each site's conduct of
" the study ‘
o The sponsor collects the clinical data of each patient's treatment and progress from the sites.
. The data is analyzed by or for the sponsor. The sponsor prepares a report of the results of the study ‘and
submits the report and-the suppomng clinical data to the FDA staff reviewers for their comments and
questions.
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. " After staff review of the submitted data, the sponsor responds to the FDA's comments and’ questions.

.. After completion of its review, the FDA. staff may submit a report of the results of the trial-to'an advisory
medical panel consisting of experts in the treatment of the medrcal condmon which the studred medical
devrce is intended to treat Co ‘ : : '

[ e, LT T

o The panel submits its advice as to the efficacy and safety of the device to the FDA official who'is the
Director of the FDA Division to which the protocol and the results of the pivotal trial were originally
submitted. If no advisory panel is required, the FDA staff reviewers submit their recommendation directly
to the D1vrsron Director.

e " The FDA' Division ‘Director ‘is the FDA official who determines whether or not to clear the medical
‘ device for commercial salé for treatment of that medical condition. The sponsor may appeal a Division
Director's negatlve determmatlon through appeal levels Wrthln the FDA, up to the Commrssroner of the

FDA. ‘ .

. After FDA clearance the sponsor must submit all labeling information for the medical device to the FDA.
to make certain that the clalms on the label accurately state the uses for which the medical device has -
been cleared » : - :

We have already discussed our pivotal clinical trial of the use of ORCEL in the study. There were 136 patients that were
treated at 19 clinical sites in that study. We are currently completing a confirmatory-clinical trial involving 60 patients to
further test the safety and efﬁcacy of cryopreserved ORCEL to treat venous sta51s ulcers: -

P

Regulatory Strategles

We employ a team of regulatory and clinical professionals, both full time employees and consuitants, with extensive
knowledge in strategic regulatory and clinical -trial planning to support our product development efforts through every stage

of the development and FDA clearance process. We also erfiploy persons with extensive knowledge and experience in the
marketing and sale of new FDA approved products for treatment of many medical conditions, including experience in
securing approval of insurance companies to reimburse their insured patients for the cost of the use of new medical
products used in medical treatments. We have secured approval for Medicare payments for the use of ORCEL under
Medicare's Outpatient Prospective Payment System (OPPS) for approximately $1,100 per ORCEL. This approval covers
the use of ORCEL in hospitals, other hospital-owned facilities and for hospital outpatient treatment. However, we will still
need to secure the approval of Medicare designated contractors in different parts of the country for approval of the different
medical conditions for which Medicare reimbursement of the use'of ORCEL . will be made. We can only secure that further
approval after we have received FDA clearance for use of ORCEL for the treatment of that medical condition. We will also
seek to secure approval for private health insurance providers' reimbursement for the cost of ORCEL. We believe that
securing' Medicare reimbursement approval for ORCEL will be of significant assistance to us in securing reimbursement
approval by private health insurance companies.

Sales and Marketing

As noted- above, our business strategy is to.combine our efforts with Cambrex for the production and commercial sale of
ORCEL. On October 18, 2004, we entered into a Sales-Agency Agreement with Cambrex, providing for Cambrex to be the
exclusive sales agent in the United States for our ORCEL product,or any other future bi-layered cellular matrix product of
ours for the treatment of venous stasis ulcers, diabetic foot ulcers or any other therapeutic indication for dermatological
chronic or acute wound healing. The agreement is for a period of six years beginning sixty days after we receive.clearance
from the FDA for the commercial sale of ORCEL for the treatment of venous stasis ulcers. The agreement requires us to
pay commissions to Cambrex ranging from initially at 40% of net sales and decreasing to 27% of net sales as the amount of
sales increases. The agreement requires Cambrex to spend $4,000,000 for marketing efforts during the sixteen-month
period after the FDA clears our sale of ORCEL for the treatment of venous stasis ulcers.

Cambrex had the right to terminate the agreement if we did not receive FDA clearance for commercial sale of ORCEL for
the treatment of venous stasis ulcers by April 1, 2005 and has the right to terminate if for any period of six consecutive
months beginning in 2007, sales are less than 9,000 units. We may termrnate the agreement if sales of ORCEL are less in
any twelve month period than amounts targeted in the agreement for that perrod (ranging from 10,000 units in the first
twelve month period to 100,000 units in the sixth twelve month period). Although we did not receive FDA clearance by
April 1, 2005, we have recerved no mdtcatron from Cambrex, that, they plan to terminate our agreement. During 2005, as
noted earlier, Cambrex made equity investments in cash, and or in exchange for services, of approximately $1,000,000.
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Additionally, in 2006 Cambrex agreed to accept our common stock and warrants in exchange for an additional approximate
$800,000 of production suite charges.

Concurrent, and in connection with the Sales Agency Agreement, we entered into a License Agreement pursuant to which
we licensed certain intellectual property rights to Cambrex. We also entered into a Security Agreement with Cambrex to
secure the performance of our obligations under the Manufacturing, License, and Sales Agreement. The secured collateral
consists of all accounts, cash, contract rights, payment intangibles, and general intangibles arising out of or in connection
with the sale of products pursuant to the sales agreement and/or license agreement. The lien and security interest under this
security agreement are subordinate and junior in priority to the perfected hen and security interest we granted. to Paul
Royalty Fund under the Paul Royalty Security Agreement.

In October 2003, we entered into an exclusive License Agreement with Teva Medical Limited, a subsidiary of Teva
Pharmaceutical Industries Ltd. .(Teva) for the sales and marketing of our ORCEL product in Isracl. This ten-year
agreement, beginning on the date the product is launched for marketing in Israel, requires Teva to seek regulatory and
reimbursement approval for ORCEL in Israel. We received,an upfront payment of $50,000 in 2003 which we recorded as
deferred income, see Note 6. We will receive an additional $50,000 within thirty days of grant of reimbursement approval
in Israel, and another $100,000 within 30 days of attainment of aggregate net sales of $3,000,000 in Israel within any period
of twelve consecutive calendar months. The agreement also provides for ORCEL pricing and terms of payment.
Additionally - Teva will pay us royaities of 10% of net sales in Israel up to $5,000,000 per annum. If sales are in excess of
$5,000,000 annually Teva will pay us 10% on the first $5,000,000 of sales in Israel and a 20% royalty on sales above
$5,000,000 in Israel. As of December-31, 2005, regulatory and reimbursement approval have not been achieved.

We are currently also seeking agreements for the sale of ORCEL outside North America.
Production and Supply

On October 29, 2003, we entered into an agreement co‘mmencing November 1, 2003, with- Cambrex for Cambrex to

manufacture ORCEL in its Walkersville, Maryland facilities. The Cambrex manufacturing facility is required to meet

FDA's good manufacturing processes standards. Cambrex is experienced in the manufacture of cell-based medical products

such as our ORCEL. On October 18, 2004, in connection with our Sales Agency Agreement with Cambrex, we amendecl
certain terms of this manufactunng agreement.

Our manufacturing agreement with Cambrex requires us to currently pay Cambrex $132,613 per month, or approximately
$1,591,350 per year, for the use of a Cambrex production facility in Walkersville, Maryland. The payments we will make to
Cambrex will increase to $175,000 monthly, or $2,100,000 per year, if we require Cambrex to build us a larger production
facility to meet our requirements for the production of ORCEL. Such annual payments include some services and overhead
expenses provided and paid for by Cambrex. These annual payments we are required to make increase 3% per annum on
the anniversary of the commencement date. We are required to pay 50% of the cost of the construction of that larger
production facility up to a maximum payment by us of $1,000,000 (up to $2,500,000 if we terminate our Sales Agency
Agreement with Cambrex). However, the amount we contribute to the construction of that larger facility will be repaid to us
by credits against a portion of the future annual payments and of certain other payments we are required to make to
Cambrex after the larger facility is in use. We are also required to pay specified hourly charges for the Cambrex employees
engaged in the production of ORCEL as well as certain other charges. After construction of the larger production facility
we are required to acquire from Cambrex virtually all of our requirements for' ORCEL that Cambrex can produce. Prior to
our ‘election to have Cambrex construct the larger production facility for us, either we or Cambrex may terminate the
agreement on six months notice by us and twelve months notice by Cambrex. If we elect to have Cambrex construct the
larger production facility for us the agreement will continue for six years after the larger production facility is constructed.
However, even after such construction we and Cambrex may elect to scale down over the following three years the portion
of our requirements for ORCEL that Cambrex will produce for us. We may elect the scale down period at any time after
one vear after the larger production facility is constructed and in operation in which event there are additional payments we
must make to Cambrex. If we elect the scale down period after one year we must pay Cambrex $2,625,000-and if we elect
the scale down period after two years we must pay Cambrex $1,050,000. If we elect the scale down periods in- either of
those two years, we forfeit our right to receive any further credits (up to the amount of our contribution to the' cost of the
larger production facility) against payments we are thereafter required to make to Cambrex. Either Cambrex or we may
elect the scale.down period later than three years after that facility is in operation and neither of us will be required to make
any additional payments to the other because of that election.




If after the construction of the larger production facility, we breach a material term of our agreement ‘with Cambrex, or elect
to terminate the agreement, we will have to pay Cambrex the followmg amounts: T oo i

If termination occurs after the following Amount

.anniversary of the construction of the : of
- larger productlon facrlrty ' Payment

6 years BRI $1,050,000 3
5 years, but less than 6 ‘years - ’ 1,575,000 - ’
4 years, but less than 5 years ‘ 2,625,000 :
3 years, but less than 4 years 3,675,000

2 years, but'less than 3 years e 5,250,000

1 year but less than 2 years " ' 6,300, OOO

‘ In addition, upon such termrnatron ‘we wrll forfeit our rrght to receive any further credits (up to the amount of our
contribution to the cost of the larger production facility) against future payments: we may have to make to Cambrex.

The raw materials that we use.to manufacture ORCEL come from alimited number of suppliers. We currently purchase
collagen corium, a component of the collagen matrix in ORCEL, from a single supplier but we are in. the process of
securing a secondary source of supply for thdt item. The: collagen ‘matrix used in ORCEL is manufactured for us to our
specifications by another supplier, and we are in the process of identifying a secondary source for collagen matrix also. On
December 30, 2004 we entered into a two-year supply agreement with the manufacturer of the collagen matrix. We agreed
to purchase a minimum of 3,500 units of finished collagen sponges within the first twelve-month. period. The value of such
commitment is approximately $200,000. Such commitment was not achieved in 2005 and we were released from any
resulting liability by the supplier. We also agreed that subsequent to a written notification from the FDA allowing us to sell
ORCEL commercially for treatment of venous stasis ulcers we will provide such supplier projections for one or more
subsequent quarters and the parties will be obligated.to purchase and.sell those projected amounts. While there' may be
other sources from where we could purchase such materials, a disruption.in the supply chain for any. of those materials
would have a significant negative impact on our ability to manufacture and sell ORCEL and in any event would likély
cause us delays and additional expenses in the manufacturing of ORCEL. ‘ :

During 2004 we also announced an agreement with ES Cell International Pte, Ltd (ESI) to collaborate in the development
of ESI’s human Embryonic Stem Cell (hES) derived cell therapy products. Under the terms of the agreement, we will
supply ESI with human skin cells generated from cell lines developed and manufactured by us for our ORCEL product. We
have conducted extensive testing for viruses of the cells we are providing to ESI in accordance with FDA guidelines. ESI
will use the cells we provide in research and development and in commercialization of their stem cell products. Under the
terms of the agreement, we have received upfront payments and may recéive additional payments on.the. achievement of
milestones in ESI's human hES cell derived cell therapy. programs. The agreement also provides for payment of royaltres to
us from future commercral sales of ESI’s cell therapy products ; , ;

Competltron
We are aware of several companies that.are actively engaged in the research and developmeént of products for the repair and
regeneration of skin. There are currently three primary: and distinct approaches to the repair and regeneration of skin: the
acellular (no cell) approach, including the use of cadaver based products; the cell-based unilayered (epidermal or dermal
cell) approach, and the cell-based ‘bi-layered (epidermal and dermal cell) approach. A cell-based approach makes use of
human donor cells. The approach we believe to be the most advanced and effective is the cell-based bi-layered approach.
The production of ORCEL consists of a top layer of epidermal cells and a bottom layer of dermal cellsina collagen matrix,
that isa br-layered approach utrhzrng donor cells. o

There are many products avarlable for treating skin wounds However as already noted, we believe that the use: of donor
cells delivered tothe wound on a matrix is the most effective process for healing skin wounds and in particular hard to heal
skin wounds. Therefore we believe that only products using donor cells placed ona matrrx will compete with ORCEL

We consider the' Aplrgraf product manufactured by Organogenesrs, Inc. to be our- prrncrpal competitor. Aplrgraf is an FDA
cleared product using human dermal and epidermal cells (bi-layered) placed on a matrix, for the treatment, of both venous
stasis and diabetic foot ulcers. The Apligraf product is not cryopreserved and has reported it has a shelf life of 10 days.
Organogenesis, Inc. is a private company that markets and sells their own product. Although financial information has to
our knowledge not been publicly disclosed we believe Organogenesis has greater resources than we have.
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The biomedical field is continually undergoing rapid and significant technological changes. Other companies may succeed
in developing other products that are more effective than ORCEL. If such new products are accepted by the medical
community, or if thosé products receive- FDA approval for treatment of venous stasis and diabetic foot ulcers before
ORCEL does, or if other companies develop products that are more effective than ORCEL any such developments could
impede our ability to continue our operations.

Patents and. Proprletary R]ghts

We have four United States patents, one European patent covering thirteen countries, and ten patents in ten other countries,
issued. We also have one United States and eight - 1nternat10nal patent apphcat1ons (ﬁled under the Patent Cooperat1on
Treaty) pendmg for our technology and processes: o .

. * The first of these patents covers the. structure of ORCEL. It is an epidermal layer of cultured epidermal

cells and a bilayered collagen sponge structure that includes a layer of highly purified, non-porous

. collagen on top of a porous cross-linked collagen sponge containing cuitured dermal cells. This patent

* “expires on February 1, 2011. This is also the technology covered by the European and other forelgn
patents which have béen: 1ssued to us. These forergn patents also explre in 2011

. * Another United States patent-provides for the extens1on of- the use of the collagen sponge structure
“ described above which may contain cells other than epidermal and/or dermal cells, such as cells for
regenerating such organs and tissues as heart muscle, blood vessels, ligaments, cartilage and nerves. This
patent also expires on February 1, 2011. We have not performed, nor are we planning to perform in the
near future, any clinical tnal usrng our platform technology for use of donor cells other than epidermal

* and dermal cells ‘

. - Another United States patent covers a manufacturing process which, when implemented, can reduce the
cost of producing ORCEL. This new manufacturing process créates an improvement over our collagen
* structures described above in that a third layer of collagen which is hospitable to cell growth is depos1ted

on the non- porous collagen layer This patent exp1res on December 28 2020

e " Our fourth United States patent covers a process for the cryopreservatlon of ORCEL This patent expires
"~ on Decernber 26, 2021. i

L  We have filed a divisional patent apphcatron of the cryopreservat1on process patent to add claims to cover
o the cryopreserved form of ORCEL and we are awa1t1ng an. ofﬁce action from the U.S. Patent Office.

Despite such patents our success will depend, in part, on our abil_ityto maintain trade secret protection for our technology.

We successfully defended challenges by Organogenesis to our United States patent and by Advanced Tissue Sciences to
our European patent in the respective patent offices where those patents were issued. However, those successful defenses
do not preclude future challenges in court. We do not know if any of the other patents issued to us will be challenged,
invalidated or circumvented: Patents and patent appl1cat1ons in the United States may be subject to interference proceedings
brought by the U.S. Patent and Trademark Office, or to opposition proceedings initiated in a forergn patent office by third
parties or to re-examination proceedings in the United States. We might incur significant costs defending such proceedlngs
and we might not be successful.

The validity and breadth of claims in medical technology patents involves complex legal and factual questions and,
therefore, are highly uncertain. We do not know if any pending-patent applications or any future patent application will
issue as patents, that the scope of any patent protection obtained will be enough to exclude competitors or that any of our
patents will be held valid if subsequently challenged in court proceedings. We do not know if others have or will develop
similar products, duplicate any of our products or désign- around any of our patents issued or that may be issued in the
future. In addition, whether or not patents are issued to us, others may hold or recerve patents which contain claims having
a scope that covers aspects of our products or processes ‘

Several of our competitors have been granted patents, including those granted to Organogenesis and Advanced Trssue

- Sciences, Inc., relating to their particular skin technologies which also utilize' donor cells on a collagen sponge matrix. To
that extent they may be considered similar to our ORCEL technology. ‘
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Paul Royalty Fund-Agreement

In August 2001 and in 2002, we entered into agreements with Paul Royalty Fund, L.P. (PRF)-pursuant to which we agreed
in consideration of PRF paying us $10,000,000, to pay to PRF 3.33% of the end user sales prices paid for our ORCEL
product in the United States, Canada and Mexico through the period ending in 2011. Such percentage interest in our
revenues in those three countries may be adjusted upward or downward based on the volume of sales to end users of
ORCEL in those three countries. As security for the performance of our obligations to PRF, we have granted PRF a
security interest in all of our U.S. patents, patent applications and trademarks. Our agreement with PRF provides that in
certain events PRF may, at its option, compel us-to repurchase the interest in our revenues that we sold to PRF for a price
equal to the $10,000,000 PRF paid us plus an amount that would yield PRF a.30% per annum internal rate of return on its
$10,000,000 investment. Among the events that would entitle PRF to compel us to repurchase its interest in our revenues at
that price is if we are insolvent or if we are unable to pay our debts as they become due. Our agreement with PRF provides
that in determining such insolvency any amount we owe to PRF is excluded in calculating our net worth (or negative net
worth). In addition, although we are currently trying to manage our debt we are not paying our debts as they become due.
As defined in our agreement with PRF we are currently insolvent. As a result of this insolvency our obligation under the
revenue interest assignment is stated at $29,569,000, the.amount PRF could compel us to repurchase their revenue interest
at December 31, 2005. In December 2004, PRF entered into a forbearance -agreement with us agreeing that they cannot
exercise their right to compel us to repurchase their interest in our revenues because of our insolvency prior to July 2006. If
PRF exercised its right.to compel us to repurchase its interest in our revenues and we did not have the funds to pay the
purchase price, PRF could foreclose its security interest in our U.S. patents, patent applications and trademarks and in such
event we may have to discontinue our business operations.

The agreement with PRF is more fully described in Note 10.of the accompanying financial statements. As described in
Note 10, in accordance with accounting promulgated by Statements of Financial Accounting Standards No. 15,
“Accounting by Debtors and Creditors for Troubled Debt Restructurings” (SFAS 15) even if we are no longer insolvent as
long as our future cash, payments relating to the revenue interest assignment obligation are indeterminate, the revenue
interest assignment obligation would remain at the value that achieves the 30%: internal rate of return for PRF through the
last date of our insolvency. We believe that:it is highly improbable we will ever owe PRF the amount of this obligation.

SFAS 15 allows debtors that can predict with certainty the absolute amounts of future cash flow payments to record an
immediate gain if the maximum future cash payments are less than the carrying amount of the obligation. In the case where
the future cash payments are indeterminate, as ours are considered, the gain is not recognized until the end of the term of
the outstanding debt, December 31, 2011, or upon termination. We estimate that we would need to achieve a North
American sales level of approximately $1,160,000,000 during the approximate remaining five sales years under the revenue
interest assignment agreement to offset the principal balance of the $29,569,000 revenue interest obligation. We are
prohibited by SFAS 15 from making a reasonable estimation of our future sales fo assess the amount of our future debt
payments and therefore are precluded from reducing the liability and recognizing a gain at this time. We believe we will
likely record a gain on the revenue interest assignment obligation to PRF in 2011 or upon termination, if sooner.

T

Research and Development Expenses
Research and development e}(penses consist priniarily of salaﬁes ambunt‘s paid to Cémbrex facility costs and 1aborétory
supplies. Research and development expenses. were $7,535,532 for the year ended December 31, 2005, compared to
$7,139,733 for the year ended December 31, 2004, -

Comphance with Environmental Regulations

We are subject to regulation under the Occupaﬂonal Safety and Health Act, the Environmental Protecnon Act, the Toxic
Substances Control Act, the Resource Conservation and Recovery Act, the Controlled Substances Act and other present and
potential future federal, state or local regulauons Our research and development programs involve the controlled use of
hazardous materials, chemicals, biological materials and various radioactive compounds.

Although we believe that our operations comply in all material . respects. with applicable envirenmental laws and
regulations, the risk of accidental contamination or injury from these materials cannot be completely eliminated. In the
event of such an accident, we could be held liable for any damages that result, and the extent of that liability could exceed
our resources. Our compliance with these laws and regulations did not, and is not expected to, have a material effect upon .
our capital expenditures, earnings or competitive position. '
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Employees

We presently employ 36 people on a full time basm mcludmg four executlve ofﬁcers We also have six part-tlme
employees. y T oo , . :

Available Information
Our annual" reports on Form 10-KSB, quarterly reports on ‘Form 10-QSB, ctirrént reports on Form 8-K and all amendments
" to those reports filed or'furnished pursuant to Section 13(a) or 15(d) of the Securmes Exchange Act of 1934 are available

free of charge on our website (www.ortecinternational.com) as soon as reasonably practlcable after they are filed w1th or
furnished to; the Securities and Exchange Commission. :
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PARTII
Item 5. MARKET FOR COMMON EQUITY AND RELATED STOCKHOLDER MATTERS

Market Information

Our common stock commenced trading on January 19, 1996, under the symbol “ORTC.” The common stock traded on the
NASDAQ Small Cap market until August 2002, when it was delisted from the Small Cap market and commenced trading -
on the National Association of Securities Dealers' Bulletin Board, where it presently trades under the symbol “ORTN.OB.”
The following table sets forth the high and low sales prices of our common stock as reported by the Bulletin Board for each
full quarterly period within the two most recent fiscal years.

HIGH LOW
2005 Quarter
First $1.19 $0.63
Second ‘ 0.88 0.27
Third 0.40 0.24
Fourth 3 0.35 0.17
2004 Quarter
First , 3.55 1.95
Second ' 2.95 2.05
Third 2.40 1.35
Fourth ‘ 2.30 0.89

Security Holders

To the best of our knowledge, at March 3, 2006, there were 317 record holders of our common stock. We believe there are
more than 1,800 beneficial owners of our common stock whose shares are held in "street name."

Dividends

We have not paid and have no current plans to pay dividends on our common stock. Under of our Agreement with Paul
Royalty Fund we agreed not to issue any new debt or equity securities that contain cash dividend or mandatory redemption
provisions.

Recent Sales of Unregistered Securities

In addition to our unregistered sales of our equity securities during the three-month period ended December 31, 2005,
which we reported on Forms 8-K, in that three-month period we have also sold and/or issued our equity securities which
were not registered under the Securities Act of 1933, as amended (the “Act”), in the transactions described below. No
underwriters were involved in any of these transactions.

(a) On October 18, 2005, in partial consideration for services rendered by it to us we granted one company three-
year warrants to (i) purchase 25,000 shares of our common stock at an exercise price of $1.00 per share,
which vested immediately upon our extension of the original three-month term of their service agreement. The

. grant of such warrants was exempt from the registration requirements of the Act pursuant to the provisions of
Section 4(2) of the Act as a transaction by an issuer not involving any public offering.

(b) On December 1, 2005, in partial consideration for services rendered by the same company to us we granted
that company three-year warrants to (i) purchase an additional 25,000 shares of our common stock at an
exercise price of $0.50 per share, which warrants will ‘vest on March 31, 2006, and (ii) to purchase an
additional 25,000 shares of our common stock at an exercise price of $1.00 per share, which vest only if we
and the service provider extend the original three-month term of the service agreement beyond March 31,

- 2006. The grant of such warrants was exempt from the registration requirements of the Act pursuant to the
provisions of Section 4(2) of the Act as a transaction by an issuer not involving any public offering.
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Item 6. . MANAGEMENT’S PLAN OF OPERATION

The followzng dzscusszon should be read in con]unctzon with our ﬁnanaal statements. and notes thereto This discussion
may be deemed to include forward-looking statements. :

~ Plan of Operation

We are a development stage enterprise which had no operating revenue prior to December 2001. During 2001, we received
Food and Drug Administration approval for the use of the fresh form of ORCEL for the treatment of patients with recessive
dystrophic epidermolysis bullosa and for donor sites in burn patients. We began marketing and selling our product for use
on patients with one of these indications using a contracted sales organization. Qur sales and marketing efforts were active
only for a brief period and accordingly our revenues were not significant. We terminated our sales efforts and elected to
focus our attention on completing development of a cryopreserved form of our product for treatment of chronic wounds
affecting larger populations. As a result, we completed a clinical trial during 2003 for the use of the cryopreserved form of
ORCEL to treat venous stasis ulcers and filed an application for pre-market approval (PMA) with the FDA in February
2004, In a letter dated April 25, 2005, although the FDA concluded that cryopreserved ORCEL showed promise for the
effective treatment of venous stasis ulcers, the FDA determined that additional data would be necessary, to confirm
cryopreserved ORCEL'’s effectiveness and safety treating venous stasis ulcers. The clinical data from the pivotal trial of
136 patients submitted to the FDA showed that in 60 patients who had typical venous ulcers (defined as those ulcers with
partial or full-thickness ulcers in which the wound base is visible and the ulcer extends through the dermis but not into the
subcutaneous tissue to fascia, muscle or bone), 59% of the ORCEL treated patients achieved wound closure versus 36% of -
the patients who received the standard of care treatment. The FDA agreed that data of these 60 patlents would be combined
with that of the 60 patients to be enrolled in a conﬁrmatory clinical trial and the combined results will be analyzed using
Bayesian statistics. We obtained FDA approval for our confirmatory trial protocol in mid July 2005 -and began the
confirmatory trial in mid August 2005. We expect to complete enrollment for this clinical trial né later than Apr11 2006. Our
plan of operation for the next twelve months is to complete such clinical trial and continue to work towards obtamlng
regulatory clearance for commercial sales of cryopreserved ORCEL to treat venous stasis ulcers. In the interim, we are
working with Cambrex Bio Science Walkersville, Inc., a subsidiary of Cambrex Corporation (Cambrex) to limit
expenditures under our manufacturing agreement pnmanly to those which are essential for conducting the trial. Together,
we are working on process improvements that we expect will drive down the cost of ORCEL as we plan for the potential
commercialization of our product. During 2005, Cambrex further supported our efforts both through a $200,000 investment
in the January 2005 private placement and for the period May through October 2005, agreeing to accept our common stock
and warrants in exchange for approximately $800,000 of production sulte charges The common stock and warrants
exchanged for the production suite charges have not yet been issuéd.

We have deferred conducting a pivotal clinical trial for the use of ORCEL in the treatment of diabetic foot ulcers until after
FDA determination of whether we may make commercial sales of cryopreserved ORCEL to treat venous stasis ulcers. We
completed a pilot clinical trial for the use of ORCEL in its fresh, not cryopresefved, form in the treatment of diabetic foot
ulcers in the latter part of 2001. The results' 6f that clinical trial showed a 75% improvement over the standard of care as
well as a daily healing rate that was twice as fast as the standard of care; for those patients treated with ORCEL. On J anuary
6, 2005, we submitted a modified protocol to the FDA for the conduct of a clinical trial of cryopreserved ORCEL to treat
diabetic foot ulcers. In February 2005, the FDA completed a review of our modified protocol and gave us permission to
initiate a'pivotal trial evaluating cryopreserved ORCEL in the treatment of diabetic foot ulcers. We expect to initiate patient
enrollment for the diabetic foot ulcers pivotal clinical tr1a1 shortly after receiving FDA clearance for commercial sales of
ORCEL in the treatment of venous stasis ulcers. We expect that the diabetic foot ulcers clinical trial will be conducted at up,
to 25 clinical centers and involve up to approximately 200 patients. '

In the past twelve months, in ant1c1pat10n of cornmermahzatlon of ORCEL operatlons were focused towards finalizing the
ORCEL ptoduction process at Ortec and’ transferrlng the commercial manufacturing operations to Cambrex. During this
time we enhariced and partially validated the ORCEL production process at Ortec allowing for the transfer of the
production process and full validation at Cambrex. We submitted our manufacturing process to the FDA as part of the PMA
application and received no significant comments from the FDA. We transferred the ORCEL manufacturing process to
Cambrex and have worked with Cambrex in validating our production process of ORCEL at Cambrex. Work was also
ongoing in the area of process development to improve the consistency, increase the scale and reduce the cost of producing
ORCEL. To improve the consistency of ORCEL, we 1mproved the process for the production of collagen sponges at our
collagen sponge contract manufacturer, and identified a “BSE-free” source of corium for collagen. To increase scale and
reduce the cost of manufacturing ORCEL, we developed a cell factory process to provide for the ability to accomplish
larger scale cell expansion which will facilitate the productlon of additional cell inventory. The cell factory project is
expected to be completed in June 2006. Development efforts were also ongoing to improve the process, and reduce the cost
of producing our collagen sponge miatrix, which mcluded developing alternative sources of supply of bovine hide collagen
and various grades of sponges that could provide new business opportunities. We validated several assay methods used to
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qualify incoming raw materials and to monitor both the ORCEL production process-and the final'ORCEL product, all
required by the FDA. Manufacturing cost reduction projects of longer duration may be delayed, or may be accomplished in
collaboration with Cambrex: Preliminary ‘discussions with Cambrex have taken place with respect to the transfer of our cell
-expansion processes as well as co-development of longer duration cost reduction and increased production process projects.
The costs associated with these projects will be negotiated with Cambrex.

The following is a 11st1ng of the prOJected development activities on wh1ch we expect to focus dunng the next twelve
months : “; S . : o STV r . .
‘ Development and transfer to- Cambrex of a process wh1ch doubles the ORCEL production lot size,

Production and expansion of cell inventory, ‘ c :

Completion of development of the cell factory project,

Complet1on of all FDA: requ1red tests and vahdatlons and

' Vahdatlon of “BSE- free collagen

We expect that the above pl'O]eCtS w1ll require, our current level of staffing. We penod1cally review and adjust our staffing
levels and' operatronal expenses for maximum efﬁcrency

i

Additionally .we plan to:‘ L ) .
. ’acqurre Hapto and expand our focus to applrcatlon of our technologres to opportumtres in regeneratrve medlcme
such as stem cells, wound healmg, and cosmetic txssue augmentatlon
o explore opportumtles ‘where we can lise our FDA approved fac111ty, cell culturing biomaterials and regulatory
' knowledge and expert1se as an income source or to secure mterests in other company’s brotechnology products or
.. in their business operations;’
Ce Examme potentlal llcensrng opportumtres for use of our blomaterlals in other tissue englneenng apphcatlons
Pursue co- development opportunlty using growth factor media in development of cosmeceutical product, and
o Submlt,proposals to the appropriate agencres for the purpose of securing available research grants.

We may 1nvest approxrmately $l25 OOO for equlpment wh1ch w1ll allow us to-expand our collagen sponge manufacturmg
capacity. .

We do not presently expect any slgniﬁcant c'hang’es in personnel in 200'6:
Letter of Intent to Acquire. Hapto Biotech

On December 15 2005 we executed a non bmdmg letter of mtent to acqulre Hapto Biotech (Hapto), a privately-held
company mvolved in the field of tissue’ engmeermg focuséd on the development of two proprietary fibrin derived platform
technologres Fibrin Micro Beads (FMB’s) and Fibrin based peptides (Hapt1des ), which have demonstrated the ability to
optimize the recovery, potential delivery and therapeutxc value of adult stem cells. Hapto’s research indicates that FMB’s
have the ability to efficiently recover adult stem cells from mixed cell populations, as well as, allow for their growth
proliferation and potentlal relmplantatlon into the patlent Hapto’s research also indicates that Haptides " have the ability to
enhance cell attraction and attachment, as well as ‘effect cellular mtemahzatlon of macromolecules and nanoparticles,
allowing for the potentlal development of products for the stem cell t1ssue regeneration and tissue augmentation, gene,
- therapy and drug delivery markets.

We closed our acquxsmon of Hapto on April 14, 2006. For such acqursltlon we issued a total of 30,860,000 shares of our
common stock to the Hapto shareholders and granted them warrants to purchase an additional 3,000,000 of our common
shares at $0.30 per share. The [investment banklng ﬁrm of Rodman & Renshaw, LLC acted as our advisor in this
acquisition. : .

Other Liquidlty Matters

: . v
> La N

Our agreement w1th Paul Royalty ‘Fund (PRF) provides that in certain events PRF may, at its option, compel us to
repurchase the 1nterest in our revenues that we sold to PRF for a price equal to the $10,000,000 PRF paid us plus an amount
that would yield ] PRF a 30% per annum internal rate of return on its $10,000,000 investment. Among the events that would
entrtle PRF to compel us to repurchase its interest in our revenues at that price is if we are insolvent or if we are unable to
pay our debts as they become due. Our agreement with PRF provrdes that in determining such msolvency any amount we
owe to PRF i is ‘excluded in calculating our net worth (or negative riet worth). In addition, although we are currently trying to
manage our debt we are not paying our debts as they become due. As defined in our agreement with PRF we are currently
insolvent. As a result of this insolvency our obligation under the revenue interest assignment is stated at $29,569,000, the
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amount PRF could compel us to repurchase their revenue interest at December 31, 2005. Although in December 2004 we
entered into an eighteen-month forbearance agreement providing that PRF would not prior to July 1, 2006 compel us to
repurchase its interest in our revenues because of our insolvency, as of December 31, 2005 we were still considered
insolvent and therefore were required to record as an obligation we owe PRF the amount to provide PRF with a 30%
internal rate of return on its $10,000,000 investment. If in the future PRF exercised its right to compel us to repurchase its
interest in our revenues and we did not have the funds to do so, PRF could foreclose its security interest in our U.S. patents,
patent -applications and trademarks and in such event we may have to discontinue our business operations. Outside of a
repurchase event, more fully explained in Note 10 of the consolidated financial statements, PRF would be entitled to the
applicable royalty percentages of our future revenues in North America. We estimate that we would need to achieve a
North American sales level of approximately $1,160,000,000 during the approximate remaining five sales years under the
revenue interest assignment: agreement to offset the principal balance of the $29,569,000 revenue interest obligation. We
are prohibited by SFAS 15 from making a reasonable estimation of our future sales to assess the amount of our future debt
payments and therefore are precluded from reducing the liability and recognizing a gain at this time. We believe we will
likely record a gain on the revenue interest assignment obligation to PRF in 2011 or upon termination, if sooner.

We will need to secure additional ﬁnancing for the approximately $850,000 of. cash we are currently consuming per month.
The amount of cash we consume each month fluctuates, depending, among other things, on whether we are incurring

expenses from services provided by third party suppliers in connection with a clinical trial and what payments we have to
make on our outstanding debt. . oo o ‘

As of December 31, 2005, payment of approximately $1,354,000 of the aplﬁroxirrrately $1,980, 000 we owed to our trade
creditors was past due. We have entered into agreements with creditors to whom we owe an aggregate of $736,000 (as of
December 31, 2005) to pay $471,000 in 2006 and $265,000 in 2007.

While we have arranged for payment of some of our obligations over a period of time, and have to make other payments of
past due obligations to our current and ongoing suppliers, our ability to make payments we have agreed to pay and to insure
continued receipt of needed supplies, and to continue reducing our past due obligations, will depend on our ability to secure
needed financing or our ability to issue equity in satisfaction of certain obligations. :

We hope to obtain additional funds through the sale of our securities to- thespublic and through private placements, debt
financing or other short-term loans. We may not be able to secure any financing nor may we be able to reach the larger
patient population markets of persons with venous stasis ulcers and diabetic foot ulcers, with funds that we may be able to
raise. We are also likely to continue to encounter difficulties which are common to development stage companies, including
unanticipated costs relating to development, delays in the testing of products, regulatory approval and compliance and
competition.

Our capital funding requirements depend on numerous factors, including:

. the progress and magnitude of our research and development programs;

the time involved in obtaining regulatory approvals for the commercial sale of our ORCEL product in its
cryopreserved form to treat venous stasis ulcers and, later, diabetic foot ulcers;

the costs involved in filing and maintaining patent claims;

technological advances;

competitive and market conditions;

the successful implementation of the agreements we have entered into with Cambrex for manufacturing
and sales of our ORCEL product;

our ability to establish and maintain other collaborative arrangements and
. the cost and effectiveness of commercialization activities and arrangements.

Unless we obtain additional financing we will not be able to continue to operate our business.

On March 17, 2006, we settled a vendor liability of approximately $102,000 for $35,000 cash payable in seven equal
monthly installments and a three-year warrant to purchase 285,000 shares of our common stock at an exercise price of
$0.25. The warrant has piggyback registration rights.

In March 2006, we received $380,000 of short-term loans from two entities_. One loan for $130,000 was from one of our
executive officers, is non-interest bearing and is payable from the proceeds of our recent private placement of our
securities. The second loan for $250,000 bears interest at 8% per annum and was from the investor who had committed to
provide us with $1,058,000 by the later of the filing of our pre-market approval application for our confirmatory venous leg
ulcer trial, or March 31, 2006. This $250,000 loan automatically converted into the equity securities we issued in our recent
private placement, at 1.2 times the principal and accrued interest amount. Additionally we agreed that upon conversion of
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such $250,000 loan to our equity securities, since the: investor provided us with the funds earlier than was required, we
would forego such investor’s $808,000 remaining commitmerit and that the earher {epncmg (upon comrmtment) of our
warrants held by such investor Would not be affected. ) it

On March 31, 2006, we received $65 ,OOO ina short-term 1oan from our executive officers, of which $35,000 was repaid on
April 6, 2006. On April 3, 2006 we received another short-term loan of $45,000 from another of our executive officers.
Both of these loans will be repaid from the proceeds of our recent private placement. On April- 17, 2006, with the
completion of our recent private placement, we converted the $250,000 short-term loan with its then outstandifig loan
balance of $301,333 into 301.33 shares of our Series E Preferred Stock; and issued a warrant to purchase 1,506,665 sharés
of our common stock ‘at an exercise price of $0.50 per-share. On-April 5, 2006 we received a $200,000 short-term loan due
April 30, 2006 to be repaid at 110% of principal plus accriied interest at 8% per-annum on the original $200,000 principal
balance. We issued-a three-year warrant to purchase 50,000 shares of our common stock at an exercise price of $0.50 per
share to the lender. : ‘ :

On April 17, 2006, we completed a private placement sale for aggregate gross proceeds of $6,176,000 to accredited
investors of our 6% Series E Convertible Preferred Stock and warrants to purchase our common stock. The Series E
Convertible Preferred Stock is entitled to vote on an “as converted” basis:on all matters submitted to a vote by the holders
of the common stock. At any time these investors can convert their preferred stock into common stock at a $0.20
conversion price. If we complete a reverse split of our outstanding common stock by June 16, 2006, the investors are
obligated to convert their preferred stock on the 21* trading day following such reverse split by dividing the amount they
paid for such preferred shares plus dividends at 6% per annum, by the lesser of $0.20, or 90% of the average of the volume
weighted average prices for our common stock for the twenty trading days following the effective date of such reverse
stock split. We issued a five-year warrant to purchase our common stock at $0.50 per share, for the number of common
shares equal to the purchase price paid for our convertible preferred shares divided by $0.20, or warrants to purchase an
aggregate of 30,880,000 of our common shares. The warrants-carry full ratchet price reset-provisions should we sell our
common stock or our other securities convertible into, or exercisable for,. our'comimon ‘stock, at an effective price per
common share less than the $0.50 exercise price of the warrants. We are obligated to register, under the Securities Act of
1933, all of the shares of our common stock issuable-upon conversion of the 6%:-Series E Convertible Preferred Stock, or
upon exercise of such warrants. We will pay investors 2% per month for any fallure to tlmely ﬁle by June 18, 2006 or
obtain an effective registration statement by August 17, 2006: ‘ :

o ; o L b ¢

Oft-Balance Sheet Arrangements

We had no off-balance sheet arrangements as of December 31, 2005..
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REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM )

Board of Directors and Stockholders
Ortec International, Inc.
New York, New York

We have audited the accompanying consolidated balance sheet of Ortec International, Inc. (a development stage enterprise)
as of December 31, 2005 and the related consolidated statements of operations, shareholders’ deficit, and cash flows for the
years ended December 31, 2005 and 2004 and for the perlod from March 12, 1991 (inception) to December 31, 2005. These
consolidated financial statements are the respon81b111ty ‘of the Cotpany’s management. Qur responsxblhty is to express an
opinion on these consolidated financial statements based on our audit. We did not audit the consolidated statements of
operations, shareholders’ deficit and cash flows for the period from March 12, 1991 (inception) to December 31, 2003,
which reflect product revenue of approximately $.3 million, expenses. of approximately $96.9 million, preferred stock
_ dividends and discounts of appr0x1mately $6.7 million, cash used in operating activities of $69.9 million, cash used in
investing activities of approximately $6. 3 million and’ cash provided by ﬁnancmg activities of $77.4 million. Those
financial statements were audited by another auditor whose report has been furnished to us, and our opinion, msofar as it
relates to the amounts included for such penod is based solely on the report of the other auditor.

We conducted our audit in accordance with the standards of the Public Company Accounting Oversight Board (United
States). Those standards require that we plan and’ perform the audit to obtain reasonable assurance. about whether the
financial statements are free of material misstatement. The Company is not required to have, nor were we engaged to
perform, an audit of its internal control over financial reporting. Our audit included consideration of internal control over
financial reporting as a basis for designing audit procedures that are appropriate in the circumstances, but not for the
purpose of expressing an opinion on the effectiveness of the Company’s internal control over financial reporting.
Accordingly, we express no such opinion. An audit also includes examining, on a test basis, evidence supporting the
amounts and disclosures in the financial statements, assessing the accounting principles used and significant estimates made
by management, as well as evaluating the overall financial statement presentation. We believe that our audit and the report
of the other auditor provide a reasonable basis for our opinion.

In our opinion, based on our audit and the report of the other auditor, the consolidated financial statements referred to above
present fairly, in all material respects, the financial position of Ortec International, Inc. at December 31, 2005, and the
results of the Company’s operations and cash flows for the years ended December 31, 2005 and 2004 and for the period
from March 12, 1991 (inception) to December 31, 2003, in conformity with accounting principles generally accepted in the
United States.

The accompanying consclidated financial statements have been prepared assuming that the Company will continue as a
going concern. As discussed in Note 1, the Company incurred a net loss applicable to common shareholders of $36 million
during the year ended December 31, 2005, and, as of that date, the Company's current liabilities exceeded its current assets
by $32.2 million, its total liabilities exceeded its total assets by $31.3 million and the Company has a deficit accumulated in
the development stage of $156.4 million. These factors, among others, as discussed in Note 1 to the consolidated financial
statements, raise substantial doubt about the Company’s ability to continue as a going concern. Management’s plans in
regard to these matters are also described in Note 1. The consolidated financial statements do not include any adJustments
that might result from the outcome of this uncertainty.

/s/ BDO Seidman, LLP
New York, New York

March 30, 2006, except for Notes 14 and 18 to the consolidated financial statements,
as to which the dates are April 14 and 17, 2006
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REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

Directors and Shareholders R
Ortec International, Inc. . . v~ . .y .

We have audited the accompanying conselidated statéments of operations, shareholders' equity (deficit) and cash flows
for the period-from March 12, 1991 (inception) through December 31, 2003 of Ortec International, Inc. and Subsidiary
(a development stage enterprise) (the "Company”). These consolidated financial statements are the responsibility of
the Company's management. Qur responsibility is to express an opinion on these consohdated financial statements
based on our audits.

We conducted our audits in accordance with the standards of the Public Company Accountmg Over51ght Board
(United States). Those standards require that we plan and perform the audit to obtam reasonable assurance about
whether the financial statements are free of material misstatement. The Company is not requ1red to' have, nor were we
engaged to perform, an audit of its internal control over financial reporting. Our audits included consideration of
internal control over financial reporting as a basis-for designing -audit procedures that are appropriate in the
circumstances, but not for-the purpose of expressing an opinion on the effectiveness of the Company’s internal control
over financial reporting. Accordingly, we express no such opinion. An audit also includes examining, on a test basis,
evidence supporting the amounts and disclosures in the financial statements, assessing the accounting principles used
and significant estimates made by management, as well as evaluatmg the overall financial statement presentatlon We
believe that our audlts prov1de a reasonable basis for our opinion. : !

In our opinion, the consohdated financial statements referred to above present fairly, in all material respects, the
results of Ortec International, Inc. and Subsidiary’s operations, changes in shareholders’® equity. (deficit) and cash
flows for the period from March 12, 1991 (inception) through December 31, 2003, in eonfomnty with accounting
pr1nc1p1es generally accepted in the United States of America. .

The accompanying consolidated ﬁnanmal statements have been prepared assummg that the Company w111 continue as
a going concern. As discussed in Note 1 to the 2003 financial statements, the Company incurred a net loss applicable
to common shareholders of $21,449,131 during the year ended December 31, 2003, and, as of that date, the Company's
current liabilities exceeded its current assets by $25,360,740, its total liabilities exceeded its total assets by
$24,476,407, and the Company has a deficit accumulated in its development stage of $103,307, 740. These factors,
among others, as discussed in Note 1 to the 2003 financial statements, Taise substantial doubt about the Company’s
ability to continue as a going concern Management s plans in regard to these matters are also described in Note 1 to
the 2003 financial statements. The' ﬁnanc1a1 statements do not 1nclude any ad]ustments that rmght result from the
outcome of this uncertamty ‘

Is! GRANT THORNTON LLP
New York, New York

March 12,2004, except for Note 14 to the 2003 fmanc1a1 statements,
as to which the date is March 23, 2004
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ORTEC INTERNATIONAL, INC.
(A DEVELOPMENT STAGE ENTERPRISE)

CONSOLIDATED BALANCE SHEET o
A December 31,

| 2005
ASSETS -

Current assets: v - ‘
Cash and cash eqUIVAIENTS .. ... ..ooierie et ee e $ 675,389
Prepaid and other -current assets .......... L T RPN _151,973
‘ Total current assets...v.,'..'.‘._,,"“.‘ ....... e TP TR e o, 821362

Property and equipment, DEt ....... ... o iieeieeeieiiinenen, e 198,331,

Patent application COStS, MOt ..., ...oiuntiiurererat ettt re ettt 547,335

Deposits and other assets........ s B e e e e e : 156,876 . .

Total assets..'....‘.i..'.- ..... b e PSP § 1,729,904 -
, LIABILITIES AND SHAREHOLDERS' DEFICIT

Current liabilities: ' - _— . B .
Accounts payable and accrued expenses............ ..o $ 3,359,323
Capital lease obligation—current,.............. RN e RN ... 13,405
Current maturities of promissory NOteS........vvevivreivvrereveennn.. R 141,635 -
Obligation under revenue' interest a551gnment ...... et e e e e e e e .29,569,000 -

Total current liabilities..........oovivini i inn. o o Lo N 32,983,363 -
Promissory notes, less current portion .................................. RPN o 50082
Capital lease obhgatlon less current portion ...l T 9949 ¢
~ Total liabilities.. ... AR e TR F TV, 33,1043',394

Commitments and Contlngencles .
Shareholders’ deﬁc1t ‘ ‘ '
Preferred stock, $.001 par value authorlzed 1000 000 shares

- Convertible Series.D, stated -value; a$10 OOO per share authdnied 10,000 shares,» o
6,272 shares issued and outstandlng, hqu1dat1on preference of $25 088,062 .... 15,911,331

Common stock, $.001 par value; authorized, 200,000,000 shares; 51,104,951

shares issued and 51,102,951 QUESEANING ... ...« +.rveeenenrnersnrnenrnanns . 51,1060
Additional paid-in capital...... ... ... e 109,775,884
Deficit accumulated during the development stage............cooiviiiiininnenenn.. (156,411,721)
Treasury stock, 2,000 shares at cost........ e e e e (177,645)
Deferred compensation ....... e (462,445)

Total shareholders’ deficit ...................... e e e . (31,313,490)
Total liabilities and shareholders’ deficit.;:.. ... A e SRR $ 1,729,904

The accompanying notes are an integral part of these statements.
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ORTEC INTERNATIONAL, INC.
(A DEVELOPMENT STAGE ENTERPRISE)

CONSOLIDATED STATEMENTS OF OPERATIONS

Cumulative
From
- March 12, 1991
Year Ended December 31, &igm"eﬁ);ﬁ
2005 2004 2005
Product REVENUE .. .....vterieirieereiieanreannannss $ . — $ . — % 265665
Expenses , - : ,
Product and laboratory costs................... 3,620,562 3,014,461 30,787,148
Personnel ........................, e e 3,896,068 3,857,052 41,081,555.
General and administrative ..............ccoonnn... 1,869,106 . 1,664,294 20,904,457
RNt .ot e 474,013 481,782 . 4,446,307
Consulting ..o, N _ — . 13,045. 5,702,651
Interest eXPense .....ouvuenrentinreneneranenenenns 7,316,780 - 6,745,928 27,098,609
Other (income) expense .......... e 116,429 (398,662) ' (2,554,218)
Loss on settlement of promissory notes............ 13,081,453 — 13,081,453
Lease termination costs....... e — — 1,119,166
Loss on extinguishments of debt and series A - .
preferred shares ..o, — — 1,004,027 -
’ ‘ 30,374,411 15,377,900 ‘ 142,671,155
Net 0SS oottt e PO (30,374,411)  (15,377,900) -(142,405,490) |
Preferred stock dividends .............cii i, (17,891) 643,904 . 3,011,574
Preferred stock and warrants deemed dividends and . . .

AISCOUNES . .\ttt it i e 5,602,657 1,123,000 10,994,657
Net loss applicable to common shareholders ........... $(35,959,177) $(17,144,804) $(156,411,721) .
Net loss per share o Lo ‘

Basicand diluted ... $ (0.93) $ (3.03)
Weighted average shares outstanding ‘
Basicand diluted .......... ... .o il 38,534,706 - 5,655,406

The accompanying notes are an integral part of these statements.
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ORTEC INTERNATIONAL, INC.
(A DEVELOPMENT STAGE ENTERPRISE)

CONSOLIDATED STATEMENTS OF SHAREHOLDERS’ EQUITY (DEFICIT)

Deficit
dditional A];flu'mul?ltxeed Total
Common Stock ___Preferred Stock APaidl-(;:a Dev;glg)ment Treasury  Deferred Sharegolders’
‘Shares Amount - Series B Series C Series D Capital Sﬁg_e_ Eﬂ Compensation Equity (Deficit)

March 12, 1991 (inception) to

December 31, 1991
Founders ..........covvvinninn.. 155382 § 155 § e $— % 715 $ — 8 — $— $ 870
First private placement ($3.00 per .

share) ......covviiiieiniannen. 21,744 22 — — — 64,978 — — — 65,000
The Director ($11.50 and $53.00 ’

per share) .................... 14,902 15 — — — 249,985 — —_ — 250,000
Second private placement ($94.25 . ’

per share) ................... 5,302 5 — — — 499,995 — — — 500,000
Share issuance expense........... - — —- - — (21,118) — — — (21,118)
Net 10S5 ... vvnaeiaenenn. - — - = = —  (281,644) - = (281,644)
Balance at December 31, 1991.... 197,330 197. — - — 794,555 (281,644) - — — 513,108
Second private placement ($94.25 . )

per share) ..... e 2,646 3 - = — 250,003 — — — 250,006
Second private placement ($94.25 ‘

pershare) ............ ...l 2,286 2 - = — 215,465 — — — 215,467
Stock purchase agreement with ) )

the Director ($94.25 per share) 3,182 3 - - — 299,995 - — — 299,998
Share issuance expense........... —_ — - - — (35,477) . — — — (35,477)
Net [0S . .vvvvvniiinnnnnn., - - - = = —  (785941) -~ (785,941)
Balance at December 31, 1992.... 205,444 205 : — — — 1,524,541  (1,067,585) — — 457,161
Third private placement ($100.00 : ’

pershare) .................... 10,965 11 - = — 1,096,489 — — - 1,096,500
Third private placement ($100.00 .

pershare) .................... 2,250 2 — — — 224998 — _— . - 225,000
Stock purchase agreement with

Home Insurance Company ~

(890.00 per share) ..... e 11,112 11 - = — 999,988 — — — 999,999
Stock purchasé agreement with

the Director ($94.25 per share) 2,122 2 - - — 199,998 — — —_ 200,000
Shares issued in exchange for

COMMISSION . ...ovvuvninnnnan., 60 1 _ = — 5,999 — — — 6,000
Share issuance expenses.......... — — - = — (230,207) — — — (230,207)
NEL 10SS .« v - = . = = = — (1,445,624) - = (1,445,624)
Balance at December 31, 1993 ....- 231,953 232 = = — 3,821,806  (2,513,209) — — 1,308,829
Fourth private placement ($100.00

per share) .................... 3,946 4 — — — 397,708 — — — 397,712
Stock purchase agreement with

Home Insurance Company

($100.00 per share) ............ 5,000 5 - - — 499,995 — — — 500,000
Share issuance expense........... — — - = — (8,697) — —_ — (8,697)
Net 10SS v ovviiieeeaiiinnnenn. - — - = = - (1,675,087 - = (1,675,087)
Balance at December 31, 1994 .... 240,899 241 — —_ — 4,710,812 (4,188,296} — — 522,157
Rent forgiveness................. — — —_ - — 40,740 — — — 40,740
NetIoss «...oooiiiiiininiinn . — — - = — —  (1,022,723) — = (1,022,723)
Balance at December 31, 1995.... 240,899 241 - — — 4751552 (5.211,019) — — (459,226)
Initial public offering ............ 120,000 120 — — — 5,999,880 —_ — — 6,000,000
Exercise of warrants ............. 3,389 3 — — — 33,882 — — — 33,885
Fifth private placement ($64.90

pershare) .......... ... ... 95,911 96 — — — 6,220,701 — —_ —_ 6,220,797
Share issuance expenses.......... — — —_ — — (1,580,690) — — — (1,580,650)
Stock options issued for services .. — — — = — 152,000 — — — 152,000
Netloss .....ooivviiiiiinenn... — — — - — —  (2,649,768) — - (2,649,768)
Balance at December 31, 1996 .... 460,199 460 - = — 15,577,325  (7,860,787) — — 7,716,998
Exercise of warrants ............. 115,878 116 —_ — — 10,822,675 — — — 10,822,791
Share issuance expenses.......... — — - - — (657,508) — — — (657,508)
Stock options and warrants issued

for services .............i il _ — — — — 660,000 —— — — 660,000
Netloss .....ooviiivvinnneinnn. — — - = - —  (4,825,663) — - (4,825,663)
Balance at December 31, 1997

(carried forward) .............. 576,077 § 576 § — 5 §— $26,402,492 $(12,686,450)$ — $— $ 13,716,618

The accompanying notes are an integral part of these statements.
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Balance at December 31, 1997
(brought forward)
Exercise of warrants .............
Stock options and warrants issued
for services ............ .00,
Sixth private placement ..........
Sixth private placement—warrants
issued ...
Share issuance expenses..........
Purchase of 660 shares of treasury
stock (at cost)................L
Netloss ........coviviiiiiiiin,

Balance at December 31, 1998 .. ..
Exercise of warrants .............
Stock options and warrants issued
for services
Seventh private placement ($87.50
per share)

Seventh private placement—
investor warrants ..............
Seventh private placement—
placement agent warrants.......
Eighth private placement ($55.00
per share)
Share issuance expenses..........
Purchase of 910 shares of treasury
stock (at cost).................
Netloss .......ooovviiiiin..,

Balance at December 31, 1999 ....

Exercise of options and warrants. .

Stock options and warrants issued
for services
Ninth private placement ($150.00
per share)
Ninth private placement—
placement agent warrants.......
Tenth private placement ($67.50
per share)
Share issuance expenses..........
Purchase of 430 shares of treasury
stock (at cost).................
Net loss

Balance at December 31, 2000....
Stock options issued for services ..
Net 0SS coovvvnn i,

Balance at December 31, 2001
(carried forward) ..............

ORTEC INTERNATIONAL, INC.
(A DEVELOPMENT STAGE ENTERPRISE)

CONSOLIDATED STATEMENTS OF SHAREHOLDERS’ EQUITY (DEFICIT)—(Continued)

Deficit
, . Accumulated
Common Stock Preferred Stock Agﬁgggd DDe:'l:lll(:%ntlI;?lt Treasury Deferred
Shares Amount Series B Series C Series D  Capital Stage Stock

576,077 $.576 $ = $— $—  $26,402,492 $(12,686 450)$ —_ $—
22,149 22 — — — 1, 281 935 ) = —
— — — — — 1,920,111 — — —
20,000 20 — — — 1,788,678 — — —
- = - - — 211,302 — — —
— — — — — (48,000) — — —
- - - - — — — (67272) —
S — - = = —  (8412,655) - =
618,226 618 — — — 31,556,518 (21,099 105) (67, 272) -—
1,410 1 — -—_ — 14,102 —
- - - - — 64,715 — — —
38,916 39 — _ — 3,168,746 — — -
— —_ — — — 236,291 — — —
— — — — —_ 232,000 .- — —
163,637 164 - - — 8,999,838 — — —
— — — — e (619,908) — — —
— - —_ —_ — _ —  (75,518) —
- — - = - . —  (10,040,509) - =
822,189 822 — — — 43,652,302 (31,139 614) (142,790) -
17,554 17 — — — 327,265 — —_
— — — —_ — 56,265 — —_ —
6,667 7 — —_ — 999,998 — — —
— — — — — 23,000 — — -
124,757 125 — — — 8,420,946 —_ — —_
— — — — — (641,500) — — —
— — — — _— — —  (34,855) —_
_ _ i — —  (12,129,663) — P
971,167 97 — — — 52,838,276 (43,269 277) (177, 645) —
— — — — — 188,080 —
_ _ - = - — (15,885 377) — =
971,167 § 971 § — $— $—  $53,026,356 $(59,154,654)3(177,645) $—

Total
Shareholders’

Compensation Equity (Deficit)

The accompanying notes are an integral part of these statements.
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$ 13,716,618
1,281,957

1,920,111 -
1,788,698

211,302
(48,000)

(67272)

(8,412,655)

10,390,759
14,103

64,715
3,168,785
236,291
232,000

9,000,002
(619,908)

(75,518)
_(10040509)

12,370,720
327,282

56,265
1,000,005
23,000

- 8,421,071
(641,500)

(34,855)

© (12,129,663)

9,392,325
188,080
(15,885,377)

$ (6,304,972)




ORTEC INTERNATIONAL, INC.
(A DEVELOPMENT STAGE ENTERPRISE)

CONSOLIDATED STATEMENTS OF SHAREHOLDERS’ EQUITY (DEFICIT)—(Continued)

L Deficit
r Additional Agcu{nula:ltled Total
H 1t1on. urin. (3 otal
Common Stock” Preferred Stock . Paid-in Develo%mem'. Treasury  Deferred Shareholders’
: Shares Amount Series B Series C . Series D Capital . Stage Stock  Compensation Equity (Deficit)
Balance at December 31, :
2001 (brought forward) .. 971,167 $.971 § - — 3 — 3 — $53,026,356 $-(59,154,654)$(177,645) $— $ (6,304,972)
Exercise of options and . T ' ’
WAITants . ............... 35,720 36 — — — 321 — - . = 357
Stock options and warrants -
issued for services....... — — — — — 113,060 —_ — — 113,060
Warrants issued with
convertible debentures . .. _ . - —_ — — 440,523 — —_— — 440,523
Warrants issued with .
convertible redeemable .
preferred stock.......... . — — — — — 559,289 . - — — 559,289
Convertible debenture .
conversion benefit....... — — — — — 1,042,663 — — — 1,042,663

Redeemable convertible

preferred stock :

conversion benefit....... — —_ — — — 1,097,886 — — — 1,097,886
Issuance of series B~ : : : i

preferred stock (938

shares) ($10,000 per K

share).................. — — 9,382,742 — —_ — — — — 9,382,742
Warrants issued and

exercised with preferred

StOCK . o v 938,275 938  (3,479,043) — — 3485443 — — — 7,338
Shares issuance costs— :

preferred stock.......... — —  (866,612) - = 304,615 S— — — (561,997)
Preferred stock dividends ... 375,315 . 375 _ — — 1,125,559 (1,125,934) — — . —_
Net loss ....ooovvveennnn.. — — — — — —  (21,578,021) C— — (21,578,021)

Balance at December 31,

2002 (carried forward) ... 2,320,477 2,320 5,037,087 _._ — — 61,195,715 (81,858,609). (177,645) — (15,801,132)
Balance at December-31, - J LT o

2002 (brought forward) .. 2,320,477 2320 5,037,087 . — — 61,195715  (81,858,609) (177,645) — (15,801,132)
Exercise of options and

WaITANTS o oo o vene et 398,750 399 L - — — 12,567 — = — 12,966
Issuance of preferred stock: :

series B ?200 shares;, . . .

series C (948 shares — — 2,000,000 5,690,000 — — — — — 7,690,000
Warrants issued with. . . .

preferred stock.......... — — (490,567) (1,225,632) — 1,716,199 — — _ —_
Warrants issued for services —_ . - L= — 87,000 — - — 87,000

Share issuance costs— Y

preferred stock.......... — — (393,488) (797,327) — 359,078 — — — : (831,737)
Conversion of series B L .

preferred stock (605 ] .

shares) into common c S : -

stock ... 2,421,556 2422 (3,253)571) — — 3,251,149 — —_ —
Conversion of series B ’

preferred stock into L

series D preferred stock )

(483 shares) ............ . — . —  (2,628,602) — 2,628,602 — — — - —
Preferred stock deemed '

dividends and discounts. . — — — — — 4,265,000 (4,269,000) — — —_
Preferred stock dividends .. 92,308 92 — — — 922,985 (923,077) - — —
Common stock dividend to .

be distributed on

series C preferred stock — — — —_ — 336,550 (336,550) — — —
Common stock to be issued

in connection with

promissory notes ........ — — — —_ — 287,000 — — — 287,000
Adjustment for one for ten

reverse stock split....... 74 — — — — — — — — _
Netloss.................. — — — — — —  (15,920,504) — — (15,920,504)
Balance at December 31,

2003 (carried forward) ... 5,233,165 $5,233 $§ 270,859 § 3,667,041 $2,628,602 $72,437,243 $(103,307,740) $(177,645) $— $(24,476,407)

The accompanying notes are an integral part of these statements.
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(A DEVELOPMENT STAGE ENTERPRISE)

ORTEC INTERNATIONAL, INC.

CONSOLIDATED STATEMENTS OF SHAREHOLDERS’ EQUITY (DEFICIT)—(Continued)

Balance at :
- December 31, 200
(brought forward) ....
Common stock issued in
connection with
previously issued
notes
Common stock issued in
connection with
promissory notes
Common stock
(277,020) and 34.31
shares of series D
preferred to be issued
in connection with
agreements which
extended due date of
promissory notes
Common stock issued in
connection with
exercise of warrants ..
Conversion of 35.62 -
shares of series C
preferred stock into
common stock
Payment of dividends
on 35.62 shares of
series C preferred
stock in common
StOCK . e
Common stock and
series D preferred
(233.83 shares) issued
in connection with
special warrant offer
Common stock dividend
to be distributed on
series B and series C
preferred stock
Option issued to
director for services ..
Warrant issued for
services
Warrant issued in
connection with lease

Share issuance expenses -

Special warrant offer
deemed dividends .. ..
Net loss

Balance at
December 31, 2004
(carried forward)

Comm‘m; Stock

Preférred Stock

Shares

Amount

Series B " Séries C ~

Series D

Deficit
. . Accumulated
Additional During the
Paid-in Development
Capital Stage ’

5,233,165 § 5,233

Treasury

Stock

Total
Deferred Shareholders’
Compensation Equity (Deficit)

§ 270,850 § 3,667,041 § 2,628,602 § 72,437,243 $(103307,740)$(177.645) §  —  $(24,476,407)

157,000 157 — — — (157) — — — -
331831 332 — — — 745,870 — — — 746,202
— — — — — 828,540 — — — 828,540
32,460 32 — - - 293 — — - 325
106872 107 —  (137752) — 137,645 — - _ -
13,743 14 — — — 30,085 (30,099) — — -
496981 - 497 — — 939,050 498,472 - — — 1,438,019
— — — — — 613,805 (613,805) — — —

— — — — — 398,574 — — — 398,574

— — — — — 94,393 - — — 94,393

— — — — — 18,500 — — — 18,500

— — — — — (26,600) — — — (26,600)

— — — — — 1,123,000 (1,123,000; — — S

— — — — — —  (15377.900 — —  (15,377,900)
6,372,052 $ 6372 $ 270,859 § 3,529,289 § 3,567,652 $ 76,899,663 $(120452,544)$(177,645) §  —  $(36,356,354)

The accompanying notes are an integral part of these statements.
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ORTEC INTERNATIONAL INC:
(A DEVELOPMENT STAGE ENTERPRISE)

CONSOLIDATED STATEMENTS OF SHAREHOLDERS’ EQUITY. (DEFICIT)—(Continued)

Balance at
December 31, 2004
(brought forward)

Common stock and
series D preferred

(34.31 shares) issued

in connection with

agreements which
extended due date of
promissory notes

January 2005 Private

Placement:

Common stock issued
in connection with
private placement ..

Common stock and
series D preferred.
(1,720.16 shares)
“issued in connection
with promissory
note conversion... ..

Common stock and
series D preferred
(1,086.21 shares)
issued in connection
with Series C
preferred exchange

Common stock issued
in connection with
exercise of
additional
investment right
from private
placement

Common stock issued in
connection with

February 2005 private

placement

Common stock issued in
connection with

exchange for series B

preferred stock -

Common stock issued
to officers

Common stock issued
upon exercise of

'‘warrants

Qctober 2005 Private

Placement: -

Common' stock issued

Common stock and
Series D preferred
(2,714.62 shares)
and warrants issued
for promissory

" notes

Modifications of

Series E warrant

prices

Warrant issued for
services

Share issuance expenses

Net loss

Balance at
December 31, 2005...

Common Stock '

Preferred Stock

Shares ~* Amount

Series B

Series C . Series D °

Deficit
Accumulated
Additional During the
Paid-in Development
Capltal Stage

iy

Treasury
Stock

Total
Deferred Shareholders’
Compensation Equity (Deficit)

6,372,052 $ 6372 270,859 § 3,529,289 § 3,567,652 § 76,899,663 $(120,452,544)$(177.645) §  —  $(36{356.354)
277020 277 — — 274500 (274,777) — — — —
6,483,962 6,484 - — — 4769616 — — —  -4776,100
7,953,123 7,953 — — 5733853 14,887,606 — — — 20,629,412
3283682 3284 — (3,529289) 3,620,702 2011770  (2,106,467) — — —
153263 153 — - — 114,794 — — — 114,947
120000 120 — - — 86,153 — — — 86,273
220647 221 (270,859)" — — 272,254 (1,616) — — —
1,645,000 1,645 i — — 749,939 — —  (462,445) 289,139
3,658,513 3,659 — - — — — — — 13,659
14,590,764 14,591 . - = — 3,159,025 — — — 3,173,616
6,346,925 6,347 — — 2714624 3616746 — - — 6,337,717
— — — — — 3490140  (3,476,683) — — 13,457

— — _ — — . 7189 — — — 7,189

— —_ — - — (14.238) — — — (14,234;

— — — : — (30374,411) — — (30374411
51,104,951 $51,106 $ —$ — $(31,313,490)

$15,911,331 $109,775,884 $(156,411,721)$(177,645) $(462,445)

The accompanying notes are. an -integral part of these statements.
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ORTEC INTERNATIONAL, INC.
(A DEVELOPMENT STAGE ENTERPRISE)
* CONSOLIDATED STATEMENTS OF. CASH FLOWS'
Cumulative
From
March 1.2, 1991
Year Ended December 31, ggﬁgg:ll;::);f
. 2008 2004 005
Cash flows from operating activities ‘ o . T :
Lo A (e $(30,374,411) $(15,377,900)  $(142,405,490)
Adjustments to reconcile net loss to net cash used in operating activities ‘ . : ‘
Depreciation and amortization ................ . ... . oo R i ¢ 291,975 466,966 + 5,566,847
~ Allowance for doubtful accounts ...... e P e - —_ — . 5374
Unrealized loss on marketable securities ...................cooiiiiiiiii i, — - —. . 11,404
-Realized loss on marketable securities ............ccoooiiiiiii i . R ) - 5,250
(Gain)/loss on sale of property and equipment .................... [ ‘ — (26802) . (58,642)
Loss on settlement of Promissory notes ..............c.oooviiiiiiniirein... ceeel..l 13081453 7 0 — 13,081,453
Cost to terminate lease on New Jersey facility....................... Sl L e — —_ 836,032
Non-cash stock compensatron ......................... P [, Ceevee.. o 289,139 94,000 3,624,370
NN Cash-Interest . .. i i i e b e . 126,391 - - 1,856,832 . 1,983,223
Non-cash imputed Interest ...t inene.s R e -0 16,830,890 4,184, 254 222,922,150
Non-cash production suite charges.............. et e, e o 235,500 235,500
-Gain on loan adjustment . ........ ... it e F e (236 000) .(236,000)
Loss on extinguishments of debt & series A preferred StOCK e et R S S - . 1,004,027
Purchase of marketable securities . .. . . L - = (19,075,122)
Sales of marketable securities ................... [ o ‘ — R 19,130,920
COther. ..o e P 20,646 ’ — 20,646
Change in’ operating assets and liabilities ‘ . S :
Other current assets and other assets ©........... PR R VU ol T(23,036) 4 (96,665) 0 (61,090)
Accounts payable and accrued liabilities ............ ... .. il i S (1,129,595) 1,298,208 5,047,362
Net cash used in operating activities ..............ocoiiiiiiiiiin., et IR (10,651‘,04'8)‘ © (7,837707)  (88,361,786)
Cash flow from investing activities ' ) ' I oo ‘
Purchases of property and equipment .............cocienienoennn... P (66, 535)" (81'622) (4,613,877)
Proceeds from sale of property and equipment ....... ... ... ... o o L4025 ¢ 145,926
Payments for patent applications ...........c.vevuiiniiiiiii i i (49167) o (48975) (1_,069,873)
Organization Costs ...........cooiiiiiiiiiinonnnn S S e [ - : s (10,238)
" (Security deposit) Security deposits refunded ............ oo ‘ 16,000 A » (790,273)
Purchases of marketable securities ..........cooviei i e S = — (594,986)
Sale of marketable securities ................. ... ..., e [ . — — - 522,532
Net cash used in investing activities ...t (99,702) (116,572) - (6,410,789)
Cash flows from financing activities™ . ' ‘ ' ' ' ’
Proceeds from issuance of notes payable ...........iiiiiiii i e 3,486,000 - - 6,506,626 ;. . 13,648,126
Proceeds from issuance of cOMMON StOCK ... vtir ittt ittt ie et iinnns 8,150,936 — 61,701,458
Proceeds from exercise of Warrants ... .....ovuiitin i re ettt ciarneeanannsan . 3,639 1,338,344 1,362,663
Proceeds from insurance premium financing .............o i 220,000 280,000 .500,000
Share issuance expenses and other financing Costs.................ooiiiii .. (14,234) (26,600) (5,384,247)
Purchase of treasury stock ..... ... .. — — (177,645)
Proceeds from issuance of loan payable .......... .o — — 1,446,229
Proceeds from obligation under revenue interest assignment ......................... —_ — 10,000,000
Proceeds from issuance of convertible debentures . .............. ... i, - — 5,908,000
Proceeds from issuance of preferred stock—
ETIES A . it te  eeas — — 1,200,000
SETIES B i ittt e e e s _— —_ 3,070,000
Series C ...oovvvvnnn... L ‘ — — 5,690,000
AdVANCES TECEIVEA .. ittt ittt e e e e e — — 130,000
Repayment of insurance premium financing ................. ... ... e (220,000) (280,000) (500,000)
Repayment of capital lease obligations .........................oii s (66,065) (154,079) (584,794)
Repayment of loan payable . ... (203,462) (173,943) (1,239,161)
Repayment of obligation under revenue interest assignment.......................... — — (11,414)
Repayment of notes payable ........................ PN — — (515,500)
Repayment of promissory notes .................... S . (158,065) (637,686) "~ (795,751)
Net cash provided by financing activities . ....... ... ... ... .. it 11,198,769 6,852,662 95,447 964
Net Increase/(Decrease) in Cash And Cash Equivalents ........... ..o 448,019 (1,101,017) 675,389
CASH AND CASH EQUIVALENTS:
Beginning Of Year. ... ..ot ittt e e e 227,370 1,328,387 —
Endofyear...........coooviniiia,. e e $ 675389 § 227370 § 675,389

The accompanying notes are-an integral part of:these statements.
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ORTEC.INTERNATIONAL, INC.
(A DEVELOPMENT STAGE ENTERPRISE)

CONSOLIDATED STATEMENTS OF CASH FLOWS—(Continued)

Year Ended December 31,

Cumulative
From
March 12, 1991
(Inception) to
December 31,

2005 2004 2005
Supplemental disclosures of cash flow information:
Non-cash financing and investing activities ‘ .
Capital lease ObLgAtions ..............oiiuieiiiiiiiiiinirinen s P $. 7,717 §8 52462 $ 628,523
Deferred offering costs included in accrued professional fees ......................oon . —_ : — 314,697
Financings costs—other long-term obligations ... v— — 59,500
Forgiveness of rent payable ......... ... e — — 40,740
Share iSSUANCE EXPENSES—WATTAIILS .. .. vt ueenreenenneeanar it sttt ineanes . e — 255,000
Deferred cOMPENSAtON ... ....vvnvroniriierinerienarannns PR ol T751,584 —_ 751,584
Dividends on preferred stock paid in common shares— ) v B ‘ :
Series B.....o.oviiiiiii s e \o— 50,000 . 2,099,011
Series C.........ovvin N (17,891) .. 593,904 : . 576,013
Accretion of discount on preferred StOCk and WAITANTS . . .o v vt e it e eaieranens 5,602,657. - 1,123,000 - 10,994,657
Series B preferred stock converted to common stock ......... .o il © 270,859 C= ' 270,659
Series C preferred stock exchanged for common stock ............. PN y 3,529,289 — . 3,529,289
Issuance of Series D preferred stock in lieu of common stock ........... Lo, S 12,343,679 —_ 12,343,679
Share issuanhce expenses for preferred stock incurred through issuance of warrants— ‘ - ‘
SErIES B oottt e JO T, ‘ T — . 391,307
SEIIES € ittt ettt et F R — - . 272,386
Share issuance of series D preferred stock in exchange from series B preferred stock..... . — 2,628,602
Promissory notes repaid with common Stock ...........ovotiiii i 13,112,626 . — 13,112,626
Promissory nete interest paid in common stock ........... e ceees . . 658,776 — 658,776
Promissory notes forgiven for warrant participation ............ e . R 100,000 100,000
Warrant issued in connection with lease .......... ... L — 18,500 18,500
Conversion of series C preferred stock into common stock ...... O \ — 137,645 . 137,645
Contribution of capital of amount due to founder ................... e R 398,967 398,967
Equipment. transferred in satisfaction of deposit ....... e — 25,000 100,000
Discount On PromisSOTY DOES . ... .uvuvrtvruuuteeeinrnesasenesonnneeaneneien, N C “— .« 746,202 1,033,202
Accounts payable converted to Promissory NOLES ..........eeveirenerrenneneninianenens C— 837,468 ' 837,468
" Advances converted to prormssory notes............. i ees e ieea e, — 130,000 130,000
Cash pa1d for interest. . .... PR e PP $ 142770 $ 69975 $ 860,626 .
Cash paid for INCOME taXES ... .. .. . ittt i $ - § 2835 - § 203411

The accompanying notes are an integral part of these statements.
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ORTEC INTERNATIONAL, INC.
(A DEVELOPMENT STAGE ENTERPRISE)

NOTES TO CONSOLIDATED FINANCIAL STATEMENTS

1 - FORMATION OF THE COMPANY AND BASIS OF PRESENTATION
Formation of the Company

Ortec International, Inc. ("Ortec” or the "Company") was incorporated in March 1991 as a Delaware corporation to secure
and provide funds for the further development of the technology developed by Dr. Mark Eisenberg of Sydney, Australia, to
replicate in the laboratory, a tissue engineered skin substitute for use in skin regeneration procedures (the "Technology").
Pursuant to a license agreement dated September 7, 1991, Dr. Eisenberg had granted us a license for a term of ten years,
with automatic renewals by us for two additional ten-year periods, to commercially use and exploit the Technology for the
development of products. In April 1998, Dr. Eisenberg assigned his patent for the Technology to us. -

The Skin Group, Ltd. (the “Skin Group”) also was formed as a Delaware corporation in March 1991, to raise funds for the
development of the Technology. On July 27, 1992, the Skin Group was merged with and into. Ortec. Owners of Skin Group
shares were given .83672 of an Ortec share for each Skin Group share. The merger was accounted for as if it were a pooling
of interests and, accordingly, the accompanying financial statements-include the accounts of the Skin Group for all periods
presented. ‘

Basis of Presentation

We are a development stage enterprise which had no operating revenue prior to December 2001. During 2001, we received
Food and Drug Administration (FDA) approval for the use of the fresh form of OrCel ® (ORCEL) for the treatment of
patients with recessive dystrophic epidermolysis bullosa and for donor sites in burn patients. We then began marketing and
selling our product for use on patients with those medical conditions. Revenues were not significant. We terminated our
selling efforts and elected to focus our efforts on developing a cryopreserved form of our product for treating medical
conditions with considerably larger patient populations. Venous stasis ulcers is a medical condition with a larger patient
population. We completed a clinical trial during 2003 for the use of a cryopreserved form of ORCEL to treat venous stasis
ulcers. In February 2004, we filed an application with the FDA for pre-market approval (PMA). On April 25, 2005 the
FDA advised us that we had to have additional clinical data from a confirmatory clinical trial to demonstrate reasonable
assurance of safety and effectiveness of ORCEL in treating patients with venous stasis ulcers. In late June 2005, the FDA
approved our conducting a 60 patient confirmatory clinical trial. We obtained FDA approval for the trial protocol in mid
July 2005 and began the confirmatory clinical trial in mid August 2005. Our plan of operation for the next twelve months is
to complete such clinical trial and continue to work towards obtaining regulatory clearance for commercial sales of
cryopreserved ORCEL to treat venous stasis ulcers. In the interim, we are Working with Cambrcx Bio Science Walkersville,

Inc., a subsidiary of Cambrex Corporation (Cambrex) to limit our expenditures under - our manufacturmg agreement with
Cambrex primarily to those which are essential for conducting the clinical trial.

The accompanying financial statements have been prepared assuming that we will continue as a going concern. We
incurred a net loss applicable to common shareholders of $36 million during the year ended December 31, 2005, and, as of
that date, our current liabilities exceeded our current assets by $32.2 million, our total liabilities exceeded our total assets by
$31.3 million and we have a deficit accumulated in the development stage of $156.4 million. These factors among others,

raise substantial doubt about our ability to continue as a going concern.

During 2005 we raised gross proceeds of $9.3 million through private placements of our common stock and approximately
$3.5 million from a convertible note offering. Additionally we converted $13.1 million of promissory notes and $773,000
of accrued interest into, and all of the outstanding shares of our Series B and C preferred stock were exchanged by the
holders for, our common stock. :

We expect to incur obligations of approximately $850,000 per month primarily for personnel and rent; insurance, fees to
Cambrex for a production suite and technology transfer activities, various research and development activities, and payment
of past due obligations. We will require substantial funding to enable us to continue our research and development
activities, pay a portion of our past due obligations, complete the additional clinical trial necessary to obtain PMA for our
ORCEL to treat venous stasis ulcers, and provide for our general and corporate working capital requirements for 2006.

As of December 31, 2005, payment of approximately $1,354,000 of the approximately $1,980,000 we owed to our trade
creditors was past due. We have entered into agreements with creditors to whom we owe an aggregate of $736,000 (as of
December 31, 2005) to pay $471,000 in 2006 and $265,000 in 2007.
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ORTEC INTERNATIONAL, INC.
(A'DEVELOPMENT STAGE ENTERPRISE)

NOTES TO CONSOLIDATED FINANCIAL STATEMENTS

While we have arranged for payment of some of our obligations over a period of time, and have to make other payments of
past due obligations to our current and ongoing suppliers, our ability to make payments we have agreed to pay and to insure
continued receipt of needed supplies, and to continue reducing our past due obligations, will depend on our ability to secure
needed ﬁnancmg or our ability to issue equity in satisfaction of certain obligations.

We hope. to obtam addltlonal funds through the sale of our securities to the public and through private placements, debt
financing or other short-term loans. We may not be able to secure any financing nor may we be able to reach the larger
patient population markets of persons with venous stasis ulcers and diabetic foot ulcers, with funds that we may be able. to
raise. We are also likely to continue to encounter difficulties which are common to development stage companies, including
unanticipated costs relating to development, delays in the testing of products, regulatory approval and compliance and
competition.

‘Our capital funding requirements depend' on numerous factors, including:

. -the progress and magnitude: of our research and development programs;

the time involved in obtaining regulatory approvals for the commercial sale of our ORCEL product in its
cryopreserved form to treat venous stasis ulcers and, later, diabetic foot ulcers;

the costs involved in filing and maintaining patent claims;

technological advances;

competitive and market conditions;

the successful implementation of the agreements we have entered into with Cambrex for manufacturing
and sales of our ORCEL product; :

our ability to establish and maintain other collaborative arrangements and

the cost and effectiveness of commercialization activities and arrangements.

We believe that our cash and cash equivalents on hand at December 31, 2005, approximately $675,000, as well as the
additional funds we will need to raise in 2006, may enable us to continue our operations for the next twelve months. There
can be no assurances that we can raise addmonal funds. See Note 18 regarding funding made subsequent to December 31,
2005.

These financial statements ha\)f‘e,been prepared assuming that we will continue as a going concern. Successful future
operations depend upon the successful, development and marketing of our ORCEL product. Historically we have funded
our operating losses by periodically raising additional sources of capital. If additional funding is not available to us when
needed, we may not be able to continue operations. No adjustments have been made to the accompanying financials as a
result of this uncertainty.

Principles of Consolidation

The consolidated financial statements include the accounts of the Company and its wholly owned subsidiary. All
intercompany balances and transactions have been eliminated.

Common Stock Reserve Split

On June 24, 2003, we effected a reverse stock split of our common shares outstanding, whereby every stockholder, warrant
and option holder, was granted one new common share or warrant or option to purchase common shares, for every ten
outstanding common shares (or its equivalent). The par value of the common shares remained unchanged at $.001 per
share. The exercise prices of all warrants and options outstanding were adjusted as a result of this reverse split. The
conversion rates of the preferred stock outstanding were also adjusted.
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ORTEC INTERNATIONAL, INC.
(A DEVELOPMENT STAGE ENTERPRISE)

NOTES TO CONSOLIDATED FINANCIAL STATEMENTS

2 - SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES
Revenue Recognition

Product revenue is recognized upon shipment of ORCEL when title and risk of loss pass to the customer, which occurs
when the end user customer receives the product. Royalties from licensees will be based on third-party sales of licensed
products and will be recorded in accordance with contract terms when third-party results are reliably measurable and
collectibility is reasonable assured. Fees paid to us upon entering a license agreement are recognized when earned as
defined by the terms of the agreement.

In accordance with EITF Issue No. 00-21, Revenue Arrangements with Multiple Deliverables, we review each contract to
determine if there are multiple revenue-generating activities that constitute more than one unit of accounting. Revenue is
recognized for each unit of accounting based on revenue recognition criteria relevant to that unit. Up-front payments are
deferred, if appropriate, and recognized into revenues over the obligation period.

Research and Development Costs

We are in the business of research and development and therefore, all research and development costs, including payments
relating to products under development, research, consulting agreements and personnel costs, are expensed when incurred.
Research and Development costs aggregated $7,535,532 and $7,139,733, for the years ending 2005 and 2004, respectively.
Research and Development costs are comprised of production and laboratory costs, rent, consulting, personnel, and
depreciation and amortization expenses.

Depreciation and Amortization

Property and equipment are carried at cost, less any grants received for construction. In 1996, we received a $400,000 grant
toward the construction of our new laboratory and office facilities and we received an additional grant of $130,000 in 1998.

Office furniture and equipment and labofatory equipment are depreciated on the straight-line basis over the estimated lives
of the assets (5 years). Leasehold improvements are amortized over the shorter of the term of the related lease or the life of
the asset. ‘

Intangible Assets

Our intangible assets consist of patent application costs. We amortize these separately identifiable assets over their
estimated useful lives. Patent application costs relate to our U.S. patent application and application fees in foreign
jurisdictions and consist of legal and other direct fees. The recoverability of the patent application costs is dependent upon,
among other matters, obtaining further FDA approvals for the use of the underlying technology.

Impairment of Long-Lived Assets

We review long-lived assets, which consist of fixed assets and patent application costs, for possible impairment whenever
events or changes in circumstances indicate that the carrying amount of an asset may not be recoverable. We have
determined, based on estimated future cash flows, that no provision is necessary for the impairment of long-lived assets at
December 31, 2005.

Foreign Currency Translation

We conducted some of our research and development at our laboratory in Sidney, Australia. However, because all
Australian expenditures were funded from the United States, we determined that the functional currency of our Australian
office was the U.S. dollar. Accordingly, current assets and current liabilities are remeasured into the functional currency
using current exchange rates and non-current assets and liabilities are remeasured using historical exchange rates. Expense
accounts are measured using the average rate in effect for the year. As of December 31, 2002, we terminated all of our
research and development activities at our laboratory in Sidney.
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ORTEC INTERNATIONAL, INC.
(A DEVELOPMENT STAGE ENTERPRISE)

NOTES TO-CONSOLIDATED FINANCIAL STATEMENTS

Use of Estimates

In preparing financial statements in conformity with accounting principles generally accepted in the United States of
America, management is required to make estimates and assumptions that affect the reported amounts of assets and
liabilities and disclosure of contingent assets and liabilities at the date of the financial statements, as well as the reported
amounts of revenues and expenses dunng the reportmg penod Actual results could differ from those estimates.

Income T axes

Deferred tax assets and liabilities are recognized for the estimated future tax consequences attributable to differences
between the financial statement carrying amounts of existing assets and liabilities and their respective tax bases. Deferred
tax assets and liabilities-are measured using enacted tax rates in-effect for the years in which those temporary differences
are expected to be recovered or settled. The effect on deferréd tax assets and liabilities of a change in tax rates is recognized
in income in the period that includes the enactment date. A valuation allowance is provided for as it is more likely than not
that the deferred tax assets will not be realized.

Cash and Cash Equzvalents

For purposes of the statement of cash flows, we consider a11 highly liquid' debt instruments purchased with original
maturities of three months or less to be cash equrvalents Cash equivalents consist principally of money market funds. The
fair value of cash and cash equivalents approximates the recorded amount because of the short-term maturity of such
instruments.

Net Loss Per Share
Net1dss per common share i§ based on the weighted-average number of common shares outstanding during the periods.

Basic net loss per share is computed by dividing the net loss by the weighted-average common shares outstanding for the
period. Diluted net loss per share reflects the weighted-average common shares outstanding plus the potential dilutive effect
of securities -or contracts which are convértible to'common shares, such as options, warrants and convertible preferred
stock.

Options and warrants to purchase shares of common stock were not included in the computation of diluted net loss per
share in each of the years presented because to do so Would have been ant1d1lut1ve for the periods presented.

-

The amount of 0pt1ons and warrants excluded are-as follows

‘Year ended December 31;

2005 2004
Warrants. _ i 41 ,949, 1 35 988,603
Stoclr“()/ptions"—'iniplan S 434 542 " 4- 425,324
Stock“Options‘:outside of plan | : 7,733,638 1,374,400

Additionally, the effects of conversion of the preferred stock were excluded from the weighted average share calculation, as
the effect would be’ antrdllutxve An aggregate of 25 088,062 and 5,804,977 shares of common stock would be issuable
upon convers10n of the preferred stock outstandmg at December 31 2005 and December 31 2004, respectively.
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Employee Stock Option Plan

We account for our employee stock optioné under the recognition and measurement pfinciples of APB Opinion No. 25
(APB 25), Accounting for Stock Issued to Employees, and related Interpretations. No stock-based employee compensation
cost is reflected in net income, as all options granted under these plans had an exercise price equal to the market value of
the underlying common stock on the date of grant.

The followmg table illustrates the effect on net income and earnings per share if we had -applied the fair value recognition
provisions of FASB Statement (SFAS) No.123, “Accounting for Stock-Based Compensation”.

Year ended December 31,

2005 2004
Net loss applicable to common shareholders, as reported $ (35959,177) $ (17,144,804)
Deduct: Total stock-based employee compensation : . e
income (expense) determined under fair value based method ‘ (1,143,889) : 425,801

Pro forma net loss

&3

(37,103,066) $  (16,719,003) |

Net loss applicable to common shareholders per'share: y S : .
Basic and Diluted — as reported : . $ (0.93) $ (3.03)
Basic and Diluted — pro forma $ 0.96) § (2.96)

We utilized the Black-Scholes option-pricing model to quantify the expense of options and warrants-granted to non-
employees and the pro forma effects-on net loss and net loss per share of the fair value-of the options and warrants granted
to employees during the years ended December 31, 2005 and 2004 The following weighted average assumptions were
made in estimating fair value.

Years ei‘ided‘]v)eceﬁlber 31,

S ' 2005 o 2004 -
- Risk-free interest rate . r 0 42% - 0 .31 %
Expected option life : 3.8years © 5 vyears
Expected volatility 35. 9 % 80.9 %

The weighted average fa1r value at the date of grant for options granted dunng the year ended December 31, 2005 and 2004
was $0.33 and $1.92, respectlvely

EffectofNewAccountmg Standards o L 0

In December 2004, the FASB issued SFAS No. 123(R), “Share-Based Payment” which establishes accounting standards for
all transactions in which an entity exchanges its equity instruments for goods and services. This statement is a revision:to
SFAS No. 123, “Accounting for Stock-Based Compensation”, supersedes APB 25and amends SFAS No. 95, “Statement of
Cash Flows.” SFAS No. 123(R) eliminates the ability to account for share-based compensation using the intrinsic value
method allowed under APB 25 and will require us to recognize share-based compensation as compensation expense in the
statement of operations based on the fair values of such equity on the date of the grant, with the compensation expense
recognized over the period in which the recipient is required to provide service in exchange for the equity award. This
statement will also require us to adopt a fair value-based method for measuring the compensation expense related to share-
based compensation. SFAS No. 123(R) must be adopted no later than periods beginning after December 15, 2005 and we
will adopt SFAS No. 123(R) on January 1, 2006. We believe the adoption of SFAS No. 123(R) will have a material impact
on our results of operations and earnings per share. , . o 4

3 - CONCENTRATION OF CREDIT RISK

We maintain cash and money market accounts primarily at two financial institutions located in New York City. The FDIC
insures cash accounts for amounts up to $100,000. At times,.our balances exceed such FDIC limits. We have not
experienced any losses in such accounts.
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4 - PROPERTY AND EQUIPMENT

Property and equipment consist of the following at December 31, 2005:

Laboratory equipment $ 1,769,967

Office furniture and equipment ~ * * = LT 1,118,481
Leasehold improvements - v 1,372,097

4,260,545

Accumulated depreciation and amortization 4,062,214

s___ 198331

Depreciation and amortization expense for the years ended December 31, 2005 and 2004 was approx1mately $203 000 and
$385,000, respectlvely :

As of December 31 2005 and 2004 1ncluded above was $543,000 and $535, 000 in equlpment purchased under capital
leases and $519,000 and $460,000 in accumulated amortization, respectively.

H

5- PATENTS

Patent application costs are stated at cost less amortization computed by the straight-line method ovér the useful life of the
patent. As of December 31, 2005, patents, net of accumulated‘amortizatidn, were.as follows: . .

N 8
!

‘ Expiration

Patents subject to Amortization Date
Composite Culture Skin (CCS) 2/172011  $ 959,857
Manufacturing of Bi-layered.Collagen Sponge 12/28/2020. . . 33,037
Cryopreservation Process - : 12/26/2021 - ... .~ 78,759
. S o 1,071,653
Accumulated amortization - 524,318
' $ : »547 335

Amortization expense for the years ended December 31, 2005 and 2004, was $89, 000 and $82 000, respecuvely The
estimated annual amortization expense expected, based on current intangible balances;:for the years 2006 through 2009 is
$93,000 per year .

Our. U. S patent for CCS was 1ssued in 1994 During 2002 a.nd 2003 we.were 1ssued two patents by the Umted States Patent
Office. The first patent covers unique manufacturing processes for ourtissue-engineered product, ORCEL. These processes
specifically relate to the manufacturing of our bi-layered collagen sponge structure and when implemented, can reduce the
current manufacturing: costs of ORCEL. This patent was issued on December 31, 2002, The second patent covers the
freezing process for ORCEL.. This process, referred to as cryopreservation, gives our product a minimum shelf life of seven
months, as opposed to only a few days when our. product is not cryopreserved This second patent was issued on October
28, 2003. : . » ; :

There can be no assurance that any patent will provide'commercial beneﬁts to us, We have determmed that no prov1s1on for
impairment is necessary at December 31, 2005. : '

We have granted a security interest in our United States and Canadian paténts and trademiarks relating to ORCEL to
collateralize payments we will be required to make to satlsfy our obhgatron under a Revenue Interest Assrgnment
Agreement (see Note 10) ' " i N ,
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6 - ACCOUNTS PAYABLE AND ACCRUED EXPENSES

Accounts payable and accrued expenses consist of the following at December 31,2005:- -+ =~

Accounts payable -7t T § 1,980,425 v
R Accrued compensation 591,082 -
A  Accrued professional fees 570,800-
Accrued expenses - 167,016
Deferred income 50,000
ST e e e ey $e 1 31350,323
7 - LEASES R R P O R T

In March 1996, we entered into a five-year lease with Columbia University for our laboratory and offices in Columbia’s
Audubon Biomedical Science and Technology Park in New York City. Construction of the laboratory and office facility
was completed in July 1996 and became fully operational in November 1996. We utilize our laboratory facilities to produce
ORCEL for research and development activities including cell expansion and biomaterial research. On December 18, 2003,
we amended the'lease agreement with Columbia University, extending the lease term to December 2005. With this
amendment, we agreed to pay Columbia $25,588 a month for past due rent commencing on February 1, 2004 and ending on
December 31, 2005. In March 2006 we signed the Third Lease Amendment ‘which-extended' the existing lease until
December 31, 2007. See Note 18.

On August §,-2002, we-reached anagreement with the New Jersey. Economic Development Authority (NJEDA) to
terminate a 2001 lease and to enter-into 'a new lease, covering production and office space. Monthly payments under such
lease began on January 1, 2003.. On June.9, 2003 NJEDA and we executed an agreement to terminate this lease. Based on
the terms of this settlement, a termination cost of $978,000 was agreed upon. This termination costs was settled by .applying
the $623,000 security deéposit, plus accrued interest thereon, with the balance of $340,000 paid on June 11, 2003. In 2003,
we recorded a lease termination cost of $1,119,166 consisting of the aforementioned $978,000 fogether with $141,166 of
other costs that we incurred in connection with the build-out of the leasehold. We continued to rent space in North
Brunswick, New Jersey pursuant to a-lease until 1ts exprratron on July 31, 2004, at a-rent of $2,300 per month

Future minimum lease payments under a noncancellable operatmg lease prrmarrly for offlce and laboratory space and the
present value of future minimum lease payments under capital leases as of December 31, 2005 are as follows:

voo. . v Leases

Year ending December 31, -+« - o w7 ~Operating. © -+Capital
- 2006 . - e T “$7 730,320 $. 23,525
2007 < oo 730,320 7 ¢ 8,694
" 2008 T c Lt T 18
Total o ‘ $ 1,460,640 " 34407
" Less amounts representmg interest o (' 11,053
Present value of net minimum capital lease payments S o 23,354
Less: current portion. . - ‘ C R 13,405
Long- termportron o S : _ $ © 9,949

In connectron w1th a lease aoreement dated February 27 2004, we' 1ssued a: two year warrant to purchase 14, 052 shares of
our common stock at $3.25 per share. We valued the warrant utilizing a Black-Scholes valuation model at $18 500. On
November 2, 2004 the Board of Dlrectors approved the issuance of the‘ aforementroned warrant. .

W
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8 - NOTES PAYABLE | S

Promissory notes at December 31, 2005 consists of: .

Promissory notes — CUH2A, 4%, due through February 2008 _ 91,717
Current portion 41,635
Noncurrent portion | - $ 50,082

The CUH2A promissory note was a structured payout of a previous vendor obligation. We pay them $3,712 monthly.
"Minimum payments to be made under|the terms of the promissory notes are as follows:

Year ending December 31, : o . .
2006 : ‘ : o $ 44,546

2007 . o _ r 44,546
2008 . : < o : 6,783
i S o o 95,875

. Less amount representing interest o SN o 4,158
Net present value of future loan payments . ' : $ 91,717

On February 2, 2005, we entered into a commercial premium finance agreement with First Insurance Funding Corp. of
New York in the amount of $220, 0004 The financing agreement bore interest at 7.23% and required nine monthly payments
of $25,187 beginning March 2005. The financing was utilized to fund the prermum payments for our d1rectors and ofﬁcers
insurance policy and has been repald as of December 31, 2005

9 OBLIGATION UNDER REVENUE INTEREST ASSIGNMENTS

On August 29, 2001, as amiended February 2003, we entered -into'a Revenue Interest Assignment. Agreement with Paul
Royalty Fund L.P. (PRF), which termmates on December 31, 2011. Under such agreement we were eligible to receive
$10,000,000 durmg 2001 We recelved $6,000, 000 durmg 2001 and the remammg $4,000,000 in January 2002,

In February 2003, PRF and the Company s1gned an amendment to the agreement restating and updating certain provisions
of the original agreement, including removing requirements for additional funding to be provided by PRF. In connection
therewith, PRF purchased 50 shares| of our Series B convertible preferred stock investing $500,000, -and for which we
issued to PRF 73,077 shares of our common stock and granted PRF warrants to purchase an aggregate of 50,000 shares of
our common stock, at exercise prices of $15.00 per share for 25,000 shares and at $20.00 per share for the other 25,000
shares. The February 2003 amendments to our agreements with PRF provided, among other things, for (a) the election of
one director designated by PRF, (b) the right of one observer (other than such director) selected by PRF to attend and
observe all meetings of our Board of) Directors and (c) for us to use our best efforts to have independent directors who are
acceptable to both us and PRF, including a director r_les_ignated by PRF, as a majority of our Board of Directors.

In consideration for the $10,000,000, PRF will receive a minimum of 3.33% of the first $100,000,000 of annual sales plus
1.99% of annual sales in excess of [$100,000,000 of ORCEL in the United States, Canada and Mexico. Such percentage
may be further adjusted upward or downward, based on the volume of net sales to end users of our products in those three
countries. Beginning on January 1, 2003, PRF was entitled to receive each year the first proceeds to'us from end user sales
of our products in North America. The annual amounts that PRF will be able to draw in'advance against the end user sales
of our products are $7,500,000 in 2005 through 2011. The agreement provides for quarterly and annual accountings
between PRF and us for those advance payments. The purpose of these accountings is to reconcile the advances paid
~ against the actual amount we are reqbued to pay computed on the basis of the aforementioned percentages of sales volume.
Based on this reconciliation of the actual calculated amounts versus the advances paid, we will either be required to pay
additional amounts or receive a refgnd of all or a portion of the advances we paid to PRF. We have not paid PRF any

advances, as there were no sales during 2003, 2004 and 2005. The amounts received from PRF have been classified as debt
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in accordance with our interpretation of Emerging Issues Task Force (EITF) Issues No. 88-18, “Sales of Future Revenue”.
PRF bears the risk of revenue interest paid being significantly less than the current revenue interest obligation, as well as
the reward of revenue interest paid to it being significantly greater than the current revenue interest obligation. Therefore
we are under no obligation to make any other payments to PRF in the scenario when no repurchase right (as defined) is
triggered and no significant interest payments are made. Conversely, we will be obligated to continue to make revenue
interest payments in the scenario where sales are sufficiently high to result in amounts’ due under the Revenue Interest
Assignment Agreement being in excess of the current revenue interest obhgatron

We granted PRF a security interest in our United States and Canadian patents and trademarks relating to our technology for
our ORCEL product (collectively, the “Pledged Assets™), to secure payments required to be made by us to PRF under this
agreement. Pursuant to the default provisions under the agreement PRF. may require us to repurchase their revenue interest
at the put option exercise price which is defined as a price which would yield an internal rate of return to PRF of 30%.

The events that could require us to repurchase our revenue interest include:

any change of"control of our company;

a transfer of substantially all of our assets;

a transfer of our interests in our products;

a judicial decision that has a material adverse effect on our business, dperations assets, or financial condition;

the ‘occurrence of any event that has a material adverse effect on our abrhty to perform our oblrgatrons to

repurchase the revenue interest obligation;

* the acceleration of our obligations or the exercise of default remedies by a secured lender under certain debt
instruments; a funding termination event (as deﬁned) such as a bankruptcy event (as defined);
our insolvency (as defined);
_the breach of representations, warranties or certifications made by us in the agreements with PRF that, individually
or in the aggregate, would reasonably be expected to have a material adverse effect on our business, operations,
assets or financial condition, and such breach is not cured within 30 days after notice thereof from PRF.

Additionally we agreed not to issue any new debt or equity securities that contam mandatory cash dividend or redemptlon
provisions through the revenue interest period, or December 31, 2011.

On December 13, 2004 PRF entered into a forbearance agreement with us agreerng that they cannot exercise their right to
compel us to repurchase their interest in our revenues because of our insolvency prior to July 1, 2006 (which is defined as
(a) our liabilities, excluding our revenue interest assignment obligation, exceeding the fair market value of our assets or (b)
our inability to pay our debts as they become due).

As defined in our agreement with PRF we are currently insolvent. As a result of this insolvency our obligation under the
revenue interest assignment is stated at $29,569,000, the amount PRF could compel us to repurchase their interest in our
revenues at December 31, 2005, had they not entered into a forbearance agreement with us. This amount represents the
amount that would give PRF a 30% internal rate of return on their $10,000,000 from the dates of their original investments.
Should we continue to be insolvent we will need to continue to incur non-cash interest charges for this obligation. At such
time when the default provisions are no longer applicable, the effective interest rate imputed on the obligation will be
determined using the interest method and payments to PRF will be recorded as a reductlon of our obligation under the
revenue interest assignment.

In accordance with accouniing promulgated by Statements of Financial Accounting Standards No. 15, “Accounting by
Debtors and Creditors for Troubled Debt Restructurings” (SFAS 15) even if we are no longer insolvent as long as our
future cash payments relating to the revenue interest assignment obligation are indeterminate, the revenue interest
assignment obligation would remain at the value that achieves the 30%. internal rate of return for PRF through the last date
of our insolvency. However, we would no longer have to accrue any additional interest to achieve a 30% internal rate of
return related to insolvency. That is, we would not reverse the accrual for the insolvency repurchase event even when we
are no longer insolvent. At December 31, 2005 the amount attributed to the insolvency is $19,569,000. Our revenue stream
is considered indeterminate since we cannot predict with certainty the payments we will be required to make on this
obligation since theoretically our sales are not limited in amount and payments under our agreement with PRF are
determined based on future sales. We estimate that we would need to' achleve a North American sales level of

F21




ORTEC INTERNATIONAL, INC.
(A'DEVELOPMENT STAGE ENTERPRISE)

NOTES TO CONSOLIDATED FINANCIAL STATEMENTS

approximately $1,160,000,000 over the approximate remaining five sales years under the agreement to offset the principal
balance of the $29,569,000 revenue interest obhgatlon

SFAS 15 allows debtors that can predict with certainty the absolute amounts of future cash flow payments to record an
immediate gain if the maximum future cash payments are less-than the carrying amount of the obligation. In the case where
the future cash payments are indeterminate, as ours.are considered, the gain is not recognized until the end of the term of
the outstanding debt, December 31, 2011, or upon termination. As such, we believe we will likely record a gain on the
revenue interest assignment obligation to PRF in 2011 or upon termination, if sooner.

If we were unable to repurchase the revenue interest upon a repurchase event, PRF could foreclose on the Pledged Assets,
and we could be forced into bankruptcy PRF can also foreclose on the Pledged Assets if we remain insolvent (waived until
July 1, 2006) or are involved in a voluntary or involuntary bankruptcy proceedmg No repurchase events or foreclosures
have occurred as of December 31, 2005.

We also have the option to repurchase PRF’s interest upon the occurrence of a change in control of the Company or a
complete divestiture by us of our interests in our products, for an amount of cash flows that will generate a 35% internal
rate of return to PRF.

On December 16, 2004, pursuant to a Special Warrant Offer which reduced the exercise prices of a portion of the 50,000
warrants that PRF received in February 2003 to $1.00 in exchange for the surrender of the balance, warrants to purchase
27,778 shares of our common stock were exercised for which we received $27,889, and warrants to purchase 22,222 shares
of our common stock were surrendered to us. As a result of the Special Warrant Offer PRF was considered to have received
a deemed dividend of approximately $2 500 based on . Black Scholes calculation considering the valuation of the warrants
prior to the December 16, 2004 offering and subsequent to the offering (see Note 10).

10 - EQUITY TRANSACTIONS
Each share of ‘our common stock is entitled to one vote.

In September 2001, we, with shareholder approval, 1ncreased the authorized amount of our common stock to 35, 000 000
shares and authorized the issuance of up to 1,000,000 shares of preferred stock.

In February 2003, we, with shareholder approval 1ncreased the authorized amount of our common stock to 200,000,000
shares.

On June 24, 2003, we effected a one for ten reverse stock split for each outstanding share of commeon stock. This reverse
stock split was retroactively reflected i in the accompanying financial statements and all references to shares are to the new
shares with per share amounts appropnately adjusted

Founders: Pursuant to an agreement between Dr. Eisenberg and the other founders (the “Other Founders™), a business
relationship was formed by 'the founders for the manufacture and sale of products derived from the Technology (the
“Business Agreement”). Under the terms of the Business Agreement, Dr. Eisenberg, who was the owner of all the capltal
stock of Ortec (60,000 shares) agreed to license the Technology to Ortec and sell 70% of Ortec’s shares for a purchase price
of $1,000,000 to the Skin Group. Dr. Elsenberg was paid $85,000 in connection with this agreement as reimbursement for
his expenses ($35,000 during the perrbd from inception (March 12, 1991) to December 31, 1991 and $50,000 durmg the
year ended December 31, 1992). The (Dther Founders initially owned all of the stock of the Skin Group (95,382 shares) On
July 27, 1992, the Skin Group was merged with and mto Ortec

|

First private placement: In March 19'91 the Skin Group i issued, in a private placement, 21,744 shares for $65,000. In June
and October 1991, the Skin Group 1ssued an aggregate 14,902 shares, to'a then director of ours (the “Director”) for an
aggregate gross proceeds of $250,000.

Second prlvate placement: Commencmg in November 1991, the Skin Group issued 7,948 shares under a second private
placement for $750,006. The 7,948 shares consisted of 5,302 shares issued during 1991 and 2,646 issued shares during
1992 for $500,000 and $250,006, respectlvely Under the second private placement an additional 2,286 of our shares were
issued for $215,467. In addition, the Ditéctor was granted warrants to purchase 736 of our shares at $94.25 per share.
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Stock purchase agreement entered into with the Director: In June 1992, 5,304 of our shares were sold to the Director
for a total purchase price of $499,998. The purchase price was payable in installments and shares and warrants were issued
in installments pro rata with the payment of the purchase price. During the years ended December 31, 1992 and 1993, the
Director paid $299,998 and $200,000, respectively, and was issued 3,182 and 2,122 shares, respectively. In addition, the
Director was granted warrants to purchase 7,957 shares (4,774 and. 3,183 of which were granted in 1992 and 1993,
respectlvely) at an exercise prrce of $94.25 per share; such warrants were exercised on December 29, 1998.

Further, in connection with the Drrector ] purchase of the 5 304 shares in l993 the Other Founders granted to the Director
options to purchase from them an aggregate of 7,400 of our shares, at a price of $50 per share. In 1993, the Director
exercised such option in part, and purchased 4,900 shares from the Other Founders at the optron price of $50 per share. The
remaining balance of such options explred April 15,.1994. , ‘

Third prrvate placement: Pursuant to a th1rd private placement that commenced on January 13, 1993, and. concluded on
March 31, 1993, we sold an aggregate of 10,965 shares at $100 per share for $1,096,500. Subsequent to such offering, in
1993, we sold an additional 2,250 shares at $100 per share for $225,000. In connection with such purchases all purchasers
received certam registration rlghts - ‘ ! . . . R

Stock Purchase Agreement with Home Insurance Company dated July 19, 1993 Pursuant 10 a Stock Purchase
Agreement dated July 19, 1993, by and between us and the Home Insurance Company (Home Insurance), we sold to Home
Insurance 11,112 shares of common stock for an aggregate purchase price of $999,999, or $90 per share. In connection with
such purchase, Home Insurance received certain registration nghts

Shares 1ssued in exchange for. commission: In 1993 we 1ssued 60 shares to an md1v1dual as compensanon for .
commissions in connection with the sale of our shares. Such commissions are included in share-issuance expenses. The
stock issued was valued at $100 per share.

In August 1993 the Director.entered mto a stock opnon agreement with Dr Ersenberg and the Other Founders, pursuant to
which he received the right to purchase an aggregate.of 10,000 shares owned by such persons in. various amounts and at
various times, at a purchase price of $100 per share. As of December 31, 1993, the Director had exercised options and
purchased 500 shares under such agreement at $100 per share. The remaining balance of such options has expired. =

Fourth private placement: Pursuant to a fourth private placement consummated in July 1994, we sold an aggregate of
3,946 shares at between $100 and $125 per share for aggregate proceeds of $397,712.

Stock Purchase Agreement with Home Insurance dated July 22, 1994 Pursuant to a Stock Purchase Agreement dated
July 22, 1994, between Ortec and Home Insurance, we 'sold to Home Insurance 5,000 shares of common stock for an
aggregate purchase price of $500,000, or $100 per share. In connection with such purchase, Home Insurance received
certain registration rights and warrants to purchase 1,000 shares of common stock at $120 per share, which exprred on July
21, 1997. Co :

Rent Forgrveness During the year ended December 31, 1995 Dr. Ersenberg s father waived the nghts to 340, 740 of
unpald rent which was accounted for as addmonal pa1d in capital. - : ,

Initial Public Offering: On January 19, 1996, we completed an 1mt1al public offering of 120, OOO umts for aggregate
proceeds of $6,000,000: Each unit consisted of one share of our common stock; one Class A warrant to purchase one share
of common stock at $100 and one Class B warrant to purchase one share of common stock at $150. As of December 31,
1998, 108,378 Class A warrants were exercised and the balance expired unexercised. The Class B warrants were originally
set to expire in January 1999. We extended the expiration date to March 31, 2000. The Class B warrants were subject to
redemption by us at $.10 per warrant. We received gross proceeds of approximately $1,282,000 and $10,823,000 and net
proceeds of approximately -$1,262,000 and $10 165,000 as a result of -the exercise: of warrants in 1998 and 1997,
respectively. - . . ‘ . ‘ ‘ C

Fifth private placement: In November 1996, we completed a private placement of our securities from which we received
gross proceeds of $6,220,797 and net proceeds of approximately $5,733,000 (after deducting approximately $487,000 in
placement fees and other expenses of such private placement). We sold 95,911 shares of common.stock in such private
placement at average prices of $64.90 per share. In addition, we granted five-year warrants to placement agents to purchase
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'such number of shares equal t0.10% of the number of shares of common stock sold by-such placement agents, exercisable
at prices equal to 120% of the pnces pard for such shares Pursuant to the purchasers’ request we regrstered all 95 911
shares: : » ‘ ‘

Options and warrants issued for services: During 1992 and 1993, we issued warrants to purchase 666 shares at $94.25
per share, and during 1995 we issued warrants. to purchase 2,000 shares at $100 per share 'to members of our Scientific
Advisory Board. During 1996 and 1997, we issued warrants to purchase 24,210 shares at $60 to $120 per share to the
D1rector and certam others These warrants exprred at various dates through N ovember 2001 ‘

On January 20 1996 we. oranted “lock-up warrants” entrthng shareholders to purchase an aggregate of 38,905 shares of-our
. common stock at a price of $10 per share. All unexercised warrants expired on January 18, 2000. At different times during
1996, seven persons exercised such warrants and purchased 3,389 shares of common stock at the $10 per share exercise
price: The issuance of such lock-up warrants was in consideration for such shareholders signing lock-up agreements
agreeing not to sell or transfer shares of our common stock purchased at prices of $90 or more per share until January 20,
1997. At different times during the third quarter of 1997, eight persons exercised such warrants and purchased an aggregate
of 2,121 shares of common stock at the $10 per share exercise price. During 1998, nine persons exercised such warrants
and purchased an aggregate of 9,608 shares of common stock at the $10 per share exercise price. During 1999, five persons
exercised such warrants and purchased an aggregate of 1,410 shares of common stock at the $10 per share exercise price.
There were:.no underwriting drscounts or commissions given or paid in connection with any of the" foregomg warrant
exercises. - ' c : : S
During the third quarter of 1997, we granted to one person and its seven designees four-year warrants to purchase an
. aggregate of 3,750 shares of common stock, at an exercise price of $120 per share: Such warrants were not exercisable until
July 18, 1998 and were granted in consideration for consulting services rendered to us.

During the fourth guarter of 1997, we granted to one person and its six designees four-year warrants to purchase an
aggregate of 3,750 shares of common stock, at an.exercise price of $120 per share. Such warrants. ‘were not exercrsable until
July 18, 1998 and were granted in consrderatron for consultmg services rendered to us.

Dunng 1998, warrants for 1,870 shares, 'mentroned in the:two previous paragraphs, were exercised utilizing the cashless
exercise option of the warrant agreement. We issued 620 shares upon this exercise.

During the third quarter of 1997, we granted to one person a one-year warrant to purchase an aggregate of 63 shares of
common stock, at an exercise price of $120 per share. Such warrants were granted in consideration for consulting services
rendered to us. The warrant was exercrsed during 1998.

We recorded consultmg expense of approxrmately $65 000 asa result of these grants during the year ended December 31

1998. - : S . .

Durmg the fourth quarter of 1997 we granted five- -year warrants to our three executive ofﬁcers to purchase an aggregate of
24,000 shares of common stock, at an exercise price of $120 per share. Such warrants were granted in consideration for
services réndered to us: The exercise of such warrants was contingent upon the -occurrence of certain events, which were
considered probable at December 31, 1997. As of December 31, 1998, five of the six-events had occurred so that 18,500 of
those warrants became vested. As a result, we recorded compensation expense of approximately $80,000 in December 1997
and'$1,185,000 for the year ended December 31, 1998. The balance of the warrants- became vested upon the exercise of
warrants’ owned by a director in December 1998 ‘in accordance with the terms of certain compensatron provrsrons as
approved by our Board of Drrectors

In consideration for services rendered by him.as our director in the five-year period.from 1992 to 1996 for which he never
received compensation, we extended by one year to December 31, 1998 the-expiration date of warrants owned by a director
to purchase an aggregate of 8,693 shares, exercisable at $94.25 per share..Asa result, we recorded compensation expense of
approximately $420,000, during the fourth quarter of 1997. All of these warrants were exercised on December 29, 1998.

During the fourth quarter of 1998, we'granted five-year options to ourthree executive officers to purchase an aggregate of

52,075 shares of common stock, at.exercise prices’ranging from $121.30 to $124.40 per share. The exercise of such options
was: contingent upon the occurrence of certain events. All of these options became vested upon the exercise of warrants
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owned by a director in December 1998 inaccordance with the terms of certain compensation provisions as approt/ed by our
Board of Directors. As a result, we recorded compensatlon expense of approx1mately $495,000 in December 1998.

Sixth prlvate placement: In December 1998, we completed a private placement of our securities from wh1ch we recelved
proceeds. of $2,000,000. In addition, we granted three-year warrants to the purchaser to purchase 5,000 shares at $120 per
- share. We sold 20,000 shares of common stock in such private placement. We allocated.the $2,000,000 proceeds amongst
the common stock and warrants based upon the relative fair market value of the stock at the date of issuance and the
estimated fair value of the warrants using the Black-Scholes option pricing model We. ass1gned values to the common
stock and warrants issued of $1 788,698 and $211 302 respect1vely R : ‘
Seventh prlvate placement In March 1999 we completed a pnvate placement of 38 916 shares of our common stock to
twenty investors from which we received proceeds of $3,405,076. In addition, each investor-also received a three-year
warrant to purchase 20%-of the number of shares of our common stock such investors purchased in such private placement.
The prices at which such warrants were exercisable was $125 per share for one half, and $145 per share for the other half,
of the number of shares issuable upon exercise of such warrants. We allocated the :$3,405,076 proceeds amongst the
common stock and warrants based upon the relative fair market value of the stock at the date of issuance and the estimated
fair market value of the warrants using the Black-Scholes option pricing model. We assigned values to the common stock
and warrants:issued to the investors of $3,168,785 and-$236,291, respectively. Oscar Gruss & Son, Incorporated (Gruss) -
acted as placement agent in such private placement. For its services as placement agent, we paid Gruss $272,406 and
granted Gruss a five-year warrant to purchase an aggregate of 3,892 shares of our common-stock at an exercise.price of
$105 per share. The value assigned to the Gruss warrants was $232,000. Other 'share issuance costs amounted to $106, 002

Eighth private placement: In December 1999, we completed a private placement of 163 637 shares of our common stock
to two institutional funds from-which we received proceeds of approx1mately $9,000, 000 Share issuance costs amounted to
approx1mately $9,500: S : *

‘ Nmth private placement In March 2000 we completed a private placement of 6, 667 shares of our common stock to one
fund from.which we received proceeds of approximately $1,000,000. In addition, we paid a placement agent who
introduced us to the fund a fee of approximately $43,400 and granted such placement agent a five year warrant to purchase
267 shares of.our common stock at an exercise price of $150 per share. The value assigned to the warrant was $23, 000
which was reflected as share issuance costs. Other share issuance costs amounted to $3,200. * : "

Tenth private placement: In September 2000, we.completed a private placement of 124,757-shares of our common stock
to ten investors from which we received approximately $8,421,000. In addition, we paid the placement agent who

introduced us to the investors a fee of approximately $525,400. Other share issuance costs amounted to-approximately
$46,500. |

Optlons issued for services: In April' 2001 we 1ssued optlons to purchase 6,000 shares of our. common stock at $69. 50 per
share, to certain professionals. The estlmated fa1r value of $188,080 for such optxons was charged to general and
administrative expenses..

During 2002, we 'completed a prlvate placement with several investors, in which we raised cash proceeds. of $8, 200 000,
issued convertible preferred shares, 1ssued warrants to purchase common shares and granted common stock .as dividénds.
(SeeNote 12). . -+ . = : o : '

During July 2003, we granted a warrant to purchase 150,000 shares at an exercise price of $2.00 per shareto a vendor in
consideration for twelve ‘months of consulting services. In accordance with the agreement, 50% of the shares, or 75,000
shares, vested immediately, with the balance vesting upon the six-month anniversary in January 2004. As a result, we
recorded expense of $87, OOO in 2003 and $94,393 dunng 2004 representing the Value of the additional 75,000 shares which
had vested. oo

Restricted Share Grant: During 2003, an allocation of 1 800,000 restricted shares of common stock were granted to
officers and certain employees The i issuance of these shares was contingent on our achrevmg certain nnlestones

On January 5 2005 we 1ssued 1000 000.and 340, OOO of these shares to our chlef executive officer and chamnan
respectively, for having achieved a milestone of raising in excess of $15,000,000 over a specified period: On June 27, 2005,
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we allocated the remaining 460,000 shares of our common stock to -certain executive officers and other employees. We
issued an “aggregate .of 295,000 shares to our Chief Operating and-Chief Financial Officers. Grants of the remaining
165,000 shares allocated to three employees were conditioned on meeting certain performance criteria. One of those
employees mét such performance criteria at December 31, 2005:and 10,000-shares were issued. Until such time as the three
employees. meet ‘the balance of their performance criteria, the fair value of the 155,000 shares will be adjusted at each
reporting period. The related charges will be reflected as additional paid in capital and deferred compensation in the
statement of shareholders’ deficit. The shares will vest in five equal monthly installments commencing January 1, 2007.
However, the portion of the shares granted to such officer or employee which are not vested will be forfeited if the officer
or employee is then no longer employed by us at any time after January 1, 2007. The shares may only be scld in five
monthly installments commencing January 1, 2007. We recorded a charge to deferred compensation of $751,584 based on
the-fair value of these restricted shares. The deferred compensation for the 1,645;000 issued shares is being amortized over
the 29-month vesting period. Included in general and administrative expense is-a charge of $289,139 for the year ended
December-31;.2005 reflecting the amortization of this deferred compensation amount. These shares have certain registration
rights. In:lieu of a direct cash payment, these individuals may transfer a portion of their shares back to us to satisfy their
minimum future personal tax wrthholdmg liability a.nsmg from the receipt of these shares for which we will pay their. tax
obhgatron : .

€

: Promlssory'Note Transactions: In connection with the issuance of $9,776,626 of promissory notes to investors placed in
2003 and 2004, we paid our placement agent a fee equivalent to 50 shares for every $1,000 of the promissory notes and
recorded this as deferred debt issuance cost which was then amortized over the life of the note to interest expense. 488;831
shares were issued-in 2004 consisting of 157,000 shares valued at $287,000 (in 2003) relating to notes placed in 2003 and
331, 831 shares valued at $746, 202 relatlng to notes placed in 2004

On October 27, 2004 holders of $9 206, 000 of investor promissory notes agreed to extend the matunty date of their notes
from November 5, 2004 to December 31, 2004. In consideration of this extension we increased the- interest rate for the
fourth quarter of the calendar year to 12% and issued 45,000 common shares for each $1,000,000 of principal amount held,
or 414,270 common shares, which we issued in 2005, The-modification was not considered significant and thus these
shares ‘were valued- at $2.00 per share, or $828,540 in the aggregate, and.was charged to interest expense in the fourth
quarter. These shares-were issued in 2005 upon our confirmation of each noteholders’ accredited investor status. In
connection therewith, we issued 277,020 shares of common shares and 34 31 shares of our- Series D preferred stock
(equivalent to 137,250 common shares).

As provided in the promissory notes, if we received $5,000,000 of gross proceeds from a qualified financing, we may elect
to prepay. the notes and any accrued and unpard interest in cash or in our-stock. See J anuary 5, 2005 private placement
discussion below. - .

Special Warrant Offer: On November 16, 2004, we made a Special Warrant Offer (SWO) to all holders of our Series B-1,
B-2 and C warrants. Such warrants-were originally issued in connection with our Series B and Series C preferred stock
financings in November and December 2002 and ini February, May and-July 2003 (See Note 13). At the time of the SWO
there were outstanding and eligible for the SWO: 667,989 and 25,000 Series B-1 warrants exercisable to purchase our
common stock at $4.00 and $15.00 per common share, respectively; 544,138 and 25,000 Series B-2 warrants exercisable to
purchase our common stock at $5.00 and $20.00 per common share, respectively, and 1,707,000 Series C- warrants to
purchase our,common stock at $3.60 per common share. Under the terms of the SWO, the holders were entitled to purchase
1/3 of such shares they could otherwise purchase at a reduced exercise price of $1.67 per common share. Concurrently with
such exercise they would receive 2/9 of such shares they could otherwise purchase at the reduced exercise price of $0.01
per common share, and they would surrender the right to' purchase their remaining 4/9 of such shares they could otherwise
* purchase. Each warrant holder participating in the SWO. recerved a new warrant to purchase 30% of the common shares
acqulred by such purchaser in the SWO. : - :

The SWO was concluded December 3, 2004 Holders of 491,791 of our Senes B-1 warrants, 431,341 of our Series B-2
warrants, and 1,605,000 of our Series C warrants partlcrpated in the SWO.

Partrcrpatron in the offerrng resulted In aggregate gross proceeds of $1, 438 019 consmtmg of cash proceeds of $1 338,019
and $100,000 relating to the settlement of an existing promissory note obligation. There were no fees paid to our placement
agent in connection with the SWO.:We issued 496,981 shares of our common stock and.233.8274 shares of Series D
convertible preferred stock, which are equivalent t6 935,310 shares of common stock. We also issued five-year Series E
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warrants to the investors to purchase an additional 429,689 shares of our common stock for $1.80 per share.

As a result of the SWO, the warrant holders who participated in-the offering were considered to have received a deemed
dividend aggregating $1,120,500 based upon a Black Scholes calculation considering the valuation of the warrants prior to
the November 16; 2004 offering and subsequent to the offering. We recorded an aggregate deemed dividend of $1,123,000
inclusive of Paul Royalty Fund’s SWO described in Note 5.

January 2005 private placement: On January 5, 2005 we entered into a number of agreements with institutional and
accredited investors (collectively, the “purchasers”) that provided us with:

e  Gross aggregate cash proceeds of $5,403,302 from the sale of our common stock (the “private placement”) to
former holders of our Series C preferred shares and other purchasers at $0.833 per share (the “purchase price”)
with each receiving a five year warrant to purchase one share of common stock at $1.80 per share for every two
shares purchased;

¢  The exchange of all our outstanding Series C preferred shares at January 5, 2005, or approximately 913 Series C
preferred shares, with a liquidation preference of $5,476,256 plus accrued and unpaid dividends, an aggregate
value of $6,357,104, for shares of our common stock at the $0.833 per share purchase price and five-year warrants
to purchase our common stock at $1.80 per share. Upon the exchange, the holders of the Series C preferred shares
received a warrant to purchase one share of common stock for each two shares of our common stock they received’
in the exchange. This exchangé was offered to Series C preferred shareholders if they participated in the private

" placement sale of our-common stock -for an amount equal to 30% of the liquidation preference amounts of their
Series C preferred shares exchanged for our common stock. The Series C holders provided gross cash proceeds of
$1,642,877 (30% of $5,476,256) of the $5,403,302 aggregate gross proceeds received by us in the private
placement. We recorded a deemed dividend of $2,125,974 related to the value of warrants issued in the exchange
of the Series C preferred shares for common shares.

®  As aresult of our receipt of over $5,000,000 in the private placement we elected to repay $9,626,626 (principal
balance outstanding at January 5, 2005) of -our outstanding promissory notes, accrued interest of $674,587 and an
added 20% premium, in all $12,361,456, by issuing to each noteholder so many shares of common stock equal to
-the principal, accrued interest and premium of each divided by the $0.833 purchase price. Each noteholder also
received a five-year warrant to purchase one share of our common stock at $1.80 per share for each common share
received, or approximately 15,000,000 Series E warrants. We recorded a loss on settlement of $10,328,199 in
connection with this transaction representing the beneficial conversion feature and discount on the notes from
issuance of the warrants and the final conversion terms. This amount was expensed 1mmedlately upon conversion

of the notes. : A

o ¢

¢  Purchasers, Series C Holders and holders of the Notes whose participation in these transactions would fesult in
ownership of common stock in excess of 9.99% of our issued and outstanding shares of common stock could elect
to receive instead of our common stock, shares of our Series D- convertrble preferred stock convertible mto the
same number of shares of our common stock.

We issued an aggregate 17,720,767 shares of common stock, 2,806’.37 shares of Series D preferred stock (convertible into
11,225,466 shares of common stock), and five-yéar Seriés E warrants to purchase 21,889,989 shares of our common stock
at an exercise price of $1.80 per share, as a result of these transactions.

We granted each of the purchasers in the $5,403,302 private placement the right to purchase, within 45 days after the
closing date, additional shares of our common stock and our Series E warrants on the same terms as in the private
placement in an amount not to exceed 25% of their original cash investment in the private placement. Four investors
exercised this right and we received ‘gross proceeds of $127,719. We issued 153,263 shares and five year warrants to
purchase 76,632 shares of our common stock at an exercise pnce of $1.80 per share for such additional investments by
these four investors. :

The Series E Warrants, with certain exceptions, provide that if we sell shares of our common stock at prices below the
exercise prices of those warrants, or issue other securities convertible into, or which entitle the holder to purchase, shares of
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our common stock, which could result in the. sale of our common stock at a price which in effect (taking.into consideration
the price paid for the convertible security or the warrant or the option) is less than the exercise price of the Series E
Warrants, then the exercise price of the Series E Warrants will be reduced by a portion of the difference between the
exercise price and the lower price at which the common stock was, or effectively could be, acquired. That percentage by
which the exercise price of the Series E Warrants .could be reduced depends not only on the lower price at which our
common stock was, or could be, acquired, but also by the ratio that.the number of shares of our common stock that were, or
could be, so acquired bears to the total number of shares of our common stock that would be outstanding after such sale of
our common stock, or the conversion of securities convertible into, or the exercise of such warrants or options to purchase,
our common stock. : ‘

After January 5, 2007, subject to a regisiration statement then being effective for the common stock underlying the
warrants, the warrants may be redeemed by us, -through expiration, if our common stock closes above $3.60 for ten
consecutive trading days. The warrants contain cashless exercise as well as other customary anti-dilution provisions.

In connection with these transactions, we paid Burnham Hill Partners, a division of Pali Capital (“BHP”), our placement
agent, commissions consisting of cash equaling 10% of the $5,403,302 of gross cash proceeds we received from the private
placement. The placement agent and his assigns received. warrants to purchase 2,728,376 shares of our common stock
exercisable at $0.95 per share. We paid $86,872 in legal and accounting expenses in connection with the private placement.
At any time in the next three years, we will pay the placement agent cash equal to 6% of the gross proceeds received by us
from the exercise of the warrants issued to.the investors who purchased ‘shares of common stock for cash in the private
placement. We also entered into an agreement under which the placement agent provided financial advisory services to us
through September 30, 2005, for a fee of $250,000..The fee was amortized over the period .of service. The agreement
provided that payment ‘of such fee would be deferred until our cash balance exceeds $10,000,000. Pursuant to a new
advisory agreement dated September 23, 2005, we agreed that the placement agent may apply all or a portion of the
$250,000 Advisory Fee as purchase price for the common stock and common stock purchase warrants sold in the financing
which we closed October 12, 2005.

Series B conversion: In accordance with an agreement dated May 23, 2003 amongst the holders of Series B preferred stock
which provided for conversion of our outstanding Series B preferred stock should all of the holders of Series C preferred
stock convert their preferred shares to common stock (which occurred at the January 5, 2005 closing as described above),
Paul Royalty Fund, the sole remaining holder of Series B preferred stock converted their 50 shares of Series B preferred
stock into 220,647 shares of common stock, which included common shares for $51,616 in accrued dividends.

February 2005 private placement On February 9, 2005, we completed a private placement with one investor from which
we received aggregate gross proceeds of $100,000. We issued to the investor, 120,000 shares of our common stock and a
five-year warrant to purchase 60,000 shares of our common stock at $1.80 per share. We paid our placement agent 10% of
the gross proceeds and a five-year warrant to purchase 18,000 shares of our common stock exercisable at $0.95 per share.
We incurred legal expenses of $3,727 for this transaction.

We had undertaken to register all shares of our common stock in our January 5 and February 9, 2005 private offerings as
well as all shares of our common stock issuable upon exercise of all the warrants and conversion of Series D preferred stock
issued in the January 5, 2005 offering, within 10 days after filing of our Annual Report on Form 10-KSB with the
Securities and Exchange Commission, which Form 10-KSB we filed on March 31, 2005. In- April 2005, in consideration for
the waiving of penalties we would have to pay for failure to file our registration statement at a date no later than April 13,
2005, we entered into agreements with our Series E Warrant holders who purchased our common stock and received
registration rights in our January 5 and February 9, 2005 private offerings, to modify the price of their Series E Warrants
from $1.80 to $1.50. Utilizing a Black Scholes valuation model we recorded a deemed dividend to these warrant holders of
$67,217. :

2005 Convertlble Promlssory Note Financing: Begmmng May 27, 2005 and thereafter, we recelved gross proceeds of
$3,186,000 through the issuance of 8% promissory notes due December 31, 2005. The outstanding principal together with
all unpaid and accrued interest would automatically convert into equ1ty securities issued by us in an equity financing or a
combination of equity financings with gross proceeds of at least $5,000,000, such conversion to be at the same price per
equity security as the equity securities sold in the equity financing; provided, however, that for purposes of determining the
number of equity securities including warrants to be received upon such conversion, the dollar amount due the noteholder
will first be multiplied by a factor of 1.2 times. In consideration of such fmancmg the exercise price of the noteholders’
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Series E warrants to purchase 11,983,445 shares of common stock received in our January 5, 2005 private placement where
we sold stock at $.833 per share, were reduced from an exercise price of $1.80 and-$1.50 per share to an exercise price of
$.001 per share. Utilizing a Black Scholes valuation model we recorded a deemed dividend to these warrant holders of
$2,212,436. Additionally, an investor holding in excess of 9.99% of our shares on a fully diluted basis who purchased
$150,000 of those promissory notes; entered into a funding commitment for an additional $1,208,000. The exercise of such
investor’s repriced warrants to purchase 3,618,797 shares of our common stock is limited to an amount detérmined by
multiplying the 3,618,797 warrants by the percentage of the $1,358,000 commitment actually-funded. Such investor must
provide us with such additional $1,208,000- by the later of the filing of our pre-market approval application for our
confirmatory venous leg ulcer trial, or March 31, 2006. We received $150,000 towards this amount on September 14, 2005
in the form of a loan for which we issued an 8% promissory note (to be automatically converted into our equity securities
the same as our other promissory notes, described above). That left a balance to be paid to us under that commitment of
$1,058,000. We paid a cash fee of 5% of the gross loan proceeds to our financial advisor in connection with all such loans.
See Note 18 regardlng a further advance against the outstanding loan comrmtment

On September 29, 2005 we received an addmonal $150,000 in the form of an-8% promissory note due December 31, 2005
with similar terms to the $3,186,000 of promissory notes issued in the prior quarter.

On October 12, 2005, the terms of all' of the $3,486,000 of outstanding promissory notes at September 30, 2005 were
amended to reduce the amount of gross proceeds we had to recéive in equity financings to trigger the conversion of the
notes to our equity securities, from the original $5,000,000 to $2,514,000. In consideration of this amendment the holders
réceived 20,000 seven-year Series F warrants to purchase our common stock at $0.50 per common share for each $100,000
of outstanding principal amount of the note that is being converted into our equity securities, or 697,200 Series F warrants.
As a résult of our receipt of gross proceeds of approximately $2,650,000 from the sale of our-equity securities on October
12, 2005, all of the promissory notes we issued after 'May 26, 2005, including accrued interest of $98,463 and an added
20% premiuni, in ail $4,301,355 were converted into an aggregate of 17,205,421 shares of our common stock. We actually
issued 6,346,925 shares of our common stock and 2,714.624 Series D Preferred (equlvalent to 10,858,496 shares of
common stock), and Series F warrants to purchase an additional aggregate 9,299,910 shares of common stock at $0.50 per
share. We recorded a loss on settlement of $2,753,254- in connection with this transaction representing the beneficial
conversion feature and discount on the notes from issuance of the warrants and the final conversion terms. This amount was
expensed 1mmed1ate1y upon conversion of the notes : :

Cambrex Suite Deal: On July 12, 2005, we entered into an agreement with our manufacturing and marketing partner,
Cambrex Bio Science Walkersville; Inc. whereby for the six-month period May 1 to October 31, 2005 the $128,750
monthly charges we incur for rental of a production suite used to produce ORCEL at their Maryland facility will be accrued
by thern for later conversion into shares of our common stock and warrants. The aggregate accrued charge during the six-
month period of $772,500 will be converted at $0.75 per common share, or 1,030,000 shares of common stock.
Concurrently with the conversion we will also issue three year warrants to purchase an amount representing 1.5 times the
number of shares of our common stock, or 1,545,000 shares, at $1.80 per share. Each of these securities will carry certain
registration rights. At December 31, 2005, we have accrued a charge for the six month period from May 1 to October 31,
2005 based on'the fair value of the 1,030,000 shares and warrants to purchase 1,545,000 shares of our common stock at
$1.80 per share. Accordingly, we have recorded a liability of $235,500 to reflect the fair value of our common stock and
warranis to be issued as payment for the production suite. We entered into a similar arrangement in 2006. See Note 18,
Cambrex Suite Deal IL. '

Service Agreement On July 18, 2005, we entered into a three-month service agreement with a financial communications
group whereby we agreed to grant it a warrant to purchase 50,000 shares, exercisable as follows: (i.) 25,000 shares
exercisable at $0.50 per share, which: vested immediately, and (ii.) 25,000 shares exercisable at $1.00 per share, which
vested upon the Company and the financial communications group extending the term of the service agreement. Utlhzmg a
Black- Scholes valuation model we recorded a general and admlmstratlve charge of $4, 903 for these warrants.

On December 1, 2005, in partial consideration for services rendered by 1t to us we granted one company three-year warrants
to (i) purchase 25,000 shares of our common stock at an exercise price of $0.50 per share, which will vest on March 31,
2006 immediately, and (ii) to purchase an additional 25,000 shares of our common stock at' an ‘exercise price of $1.00 per
share, which vest only if we and the service provider extend the original three-month term of the service agreement beyond
March 31, 2006. Utilizing a Black-Scholés valuation model we recorded a general and adrmmstratlve charge of $2,286 for
the initial warrant to purchase 25,000 shares at $0.50 per share. -
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October 2005 Private Placement: On October-12th and 31st, 2005, 1n a private placement.in which we agreed to issue
common stock at a purchase price of $O 25, per share we recerved aggregate gross proceeds of $3,647,691 (approximately
$2,650,000 of whlch was received -on. October 12 2005) for which we issued, 14,590,764 shares and .each purchaser
* received our Series F common stock, purchase warrants to:purchase 50% of the number of common shares purchased, or an
aggregate of.7,295; 382 shares The Series F warrants are exercisable at. $0.50 per share. Investors holding an aggregate
5,881,079 Series E warrants who .purchased our, common stock and Series F warrants in this most recent private placement
in an amount equal to at least 40% of their past.cash.investments in our, January 5, 2005 equity private placement (which
was completed at $0.833 cents per share and in which they purchased our common stock and our Series E warrants), or
who converted our promissory notes on, that January:5, 2005 date to shares of our common stock and Series E warrants, had
the ‘exercise price of, their. SerresE warrants held by .them reduced to:. $001 from $1.80 and $1.50 per share. The

modlﬁcatron of the warrant value«was recorded as-a deemed.dividend of $1, 053 088 based ona Black Scholes valuation.

Purchasers whose partrcrpatlon in our most recent pnvate placement vy,hose holdlngs Woul)d, result in ownership in excess .of
9.99% of our outstanding common stock were given the option to receive our Series D preferred shares which will be
convertible .to .the same number of shares. of our common stock they would 0therw1se acquire in this. current private

placement R )

The Series F .warrants contain. certain anti- drlutlon provisions. We may redeem the Series F warrants at any time after
twelve months after therr 1ssuancevshould ‘our common stock trade above $1 00, for ten consecutlve trading days. |

We are requ1red to ﬁle a reglstratlon statement reglstenng the shares of the common stock and the shares of our common
stock issuable upon-exercise of our Serles F.warrants, which we sold-in our most recent private placement. That registration
statement was required, to be filed no. later; than, January 6, 2006 "We are required to use our best efforts to have the
regrstratlon statement declared effective wrthm -60 business days: thereafter ‘Such. registration rights agreement provided,
before it was modified,. that 1f the registration. statement was-not filed by January 6, 2006, or was not declared effective
within 90 business days of its filing we must pay the investors cash liquidated damages equal to 1.5% of the amount they
invested in the current private placement for the. first 30 days of our, default, and 1% of the amount invested for.each 30
days thereafter. See Note. 19 regardmg modrflcatlon of the registration nghts agreement. .- . . 4 . .

BHP recerved a cash fee equal to 10% of the gross proceeds (mcludmg cash received for our pronussory notes 1ssued since
May 2005, approximately half of which we paid to BHP upon placement of the notes) received by us in this most recent
private placement. BHP received warrants to purchase 3,179,619 shares of our common stock at an exercise price of $0.30
per common share. BHP has the option to take $174,300 of their fee, to purchase our common' stock and our .Series F
warrants at the same price as pard by the investors in'this most recent private placement for those securities. Additionally,
as a result of such private placements, and sale of our promissory notes, pursuant to our agreement with BHP, placement
agent warrants for the.purchase of 2,746,376 shares of our commen stock at an exercise price of $0.95 per share, which- we
issued to BHP. and its designees. in connection, Wltht the private placement of our common stock and our Series E warrants
which closed on ] anuary. 5, 2005, had thelr exercise price reduced to $0.35 per share. The modification of the warrant.value
was recorded as a. deemed ,drvrdend -of $143,942 based on a Black Scholes - valuation. We paid $109,306 in legal and
accounting expenses.in connection-with the private placement. For a period of 36 months-ending in October-2008 we shall
pay BHP a cash fee of 6% of. the proceeds we receive from the exercise of any of our warrants issued to investors -who paid
cash for our securities, - .. .. . o e o . :

For a period of nine months ending July 31, 2006, BHP had the right to act as our exclusive placement agent in connection
with. our subsequent financings. During that, period,, BHP would have been entitled to: an industry standard fee. for
completron of a strategjc transaction. by us. BHP, has waived its nght to act as placement agent with respect to a proposed
private placement financing we have to. complete and has waived.its fee for. a proposed strategic transaction we.are
negotiating. Pursuant to. rights granted to it BHP has apphed the $250 000 advisory fee it earned under. the adv1sory
agreement between. us and BHP-dated January 4;.2005 and.$174,300 of commissions owed by us to BHP, to.purchase our
common stock and Series F warrants at the same prlce as paid by the investors in this most recent pnvate placement for
these securities. . e e e Do . ‘ ! : .
P-urchas“ers in.our most recent. private; placement, both those who purchased on October 12, 2005 and on October 31, 2005,
have the right for a period which ends on the earlier of six months.after their purchase of our common stock and our Series
F warrants, or upon our announcement, of a transaction.in which we will igsue at least 20,000,000 shares of our common
stock (a “Material Transaction”), to participate in any equity financing by us in connection with or relating to such Material
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Transaction, so that each purchaser can maintain its percentage ownership of our common stock as of the date immediately
prior to the date of such equity financing. e

The exercise prices of our Series F warrants issued to the purchasers in our most recent private placement on October 12,
2005 and on October 31, 2005, and to the note holders, will be adjusted if during the earlier of (a) the six-month period
after the date of issuance of the Series F warrants, or (b) when we announce a Material Transaction,

(i)  we sell our equity secuntres ina financing at a price equal to or greater than $0. 25 per share, the exercise
price of our Series F warrants held by such persons will be reduced (or, 1ncreased but not beyond the
current $0.50 per share exercise price of our Serres F warrants) to the exerc1se pnce of the warrants issued
in such equity financing, or

(ii.) - we sell our equity securities in a financing for less than $0.25 per share (notwithstanding that such equity
‘ financing is consummated following the announcement of the Material Transaction), the exercise price of
our Series F warrants held by such persons will be reduced to the price per share for which we sell our

equity securmes in such ﬁnancrng :

In a press release dated December 15, 2005, we announced our letter of intent to acquire Hapto Biotech (see Note 14). We
considered this a Material Transaction. The sale of our common stock and our Series F warrants'in our most recent private
placement is exempt from the registration requirements of the Securities Act of 1933, as amended (the “Act”) pursuant to
the provisions of Regulation D promulgated under the Act, since all the purchasers were accredrted investors, as that term is
defined in Rule 501 in. Regulatlon D. :

In October and Novcmber 2005, we issued seven-year options to purchase an aggregate of 3,179,619 shares of our common
stock at $0.25 per common share, the fair value of our common stock on the date of the grant to each of our chairman and
our chief executive officer. These options represent the bonus due them under their compensatron arrangement with us for
the completion of the October 2005 private placement. See Note 12.

The following table summarizes warrant activity dunng the period from March 12, 1991 (1nceptron) through December 31,
2005 (excluding the Class A and B warrants whxch were issued during the IPO)

A
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March 12, 1991 (1ncept10n)
Granted

Balance, Deceémber 31, 1991 :

Granted -

Balance, December 31 1992 ‘

Granted

Balance December 31 1993: '

Granted
Balance, December 31, 1994
Granted
Expired
-Balance, December 31 1995
Granted
Exercised
... BExpired x
Balance, December 31 1996
Granted
Expired

Balance, December 31, 1997

Granted
Exercised "
" Expired :

" ‘Balance, December 31, 1998
Granted
 Exercised
Expired

ro.

Balance, December 31, 1999‘ '

Granted
Exercised
+ Expired ‘
Balance, December 31, 2000
Expired
Balance, December 31, 2001
Granted
Exercised
Expired
Balance, December 31, 2002
Granted
Exercised
Expired
Balance, December 31, 2003
Granted
Exercised
Surrendered
Expired
Balance, December 31, 2004
Granted
Exercised
Expired
Balance, December 31, 2005

. Price Range (§)

Warrants -
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94.25 736
94.25 736
94.25 - 5,508
94.25 6,244
94.25 -~ 120.00 4,823
94.25 - 120.00 11,067
o 120.00. 1,000
94.25 - 120.00 12,067
. 100.00 400 |
. 9425 _(268)
9425 - ,120.00 12,199
10.00 - 100.00 . 51,161
100.00 (3,389)
‘ .. 120.00 - (245)
1000 .- 120.00 - 59,726
120000 < 142.50. 33,063
' 120.00 (1,000) -
10.00 - 142.50 91,789 -
120.00 - 140.00 7,500
© 1000 - 120.00 120,585)
o " +120.00 ©(10,843)
1000 - 142.50 67,861
'125.00 ' - 145.00 11,674
o 10,00 (1,410)
6000 - 9425 (1,716)
1000 - 142.50 76,409
150.00 267
120.00 (200)
10.00 - 100.00 (15,499)
77.00 - 150.00 60,977
77.00 - 120.00 (21,436)
77.00 - 150.00 39,541
01 - 6248 2,221,015
01 (973,997)
01 - 145.00 (169,348)
01 - 150.00 1,117,211
01 - 1500 2,369,212
01 - 400 (398,750)
140.00 (2,500)
0l - 120.00 3,085,173
01 - 1500 518,741
01 - 20.00 . (1,464,759)
360 - 20.00 (1,145,836)
140.00 (4,716)
200 - 120.00 988,603
0.001 1.80 44,622,911 -
£ 0.001 (3,658,513)
45.00 120.00 (3,866)
41,949,135




ORTEC INTERNATIONAL, INC.
(A DEVELOPMENT STAGE ENTERPRISE)

NOTES TO CONSOLIDATED FINANCIAL STATEMENTS

The following table summarizes warrant data as of December 31, 2005:

Weighted
Average Weighted
‘ ’ ‘ Remaining =~ Average "
’ Rangeof ~ -  Number contractual Exercise Number
exercise prices  outstanding Life (years) Price’ . exercisable
$.001 to $1.00 36,862,298 5.50 $.28 36,862,298
$1.50 to $1.80 4,531,789 4.01 "$1.75 4,531,789
$2.00 to $5.00 555,048 2.63 . $3.57 555,048
141,949,135 ST 41,949,135

11 - SERIES A, B, C, & D PREFERRED STOCK, 12% CONVERTIBLE DEBENTURES

Series A Convertible Preferred Stock: On June 25, 2002, our board of directors unanimously adopted an amendment to
our certificate of incorporation designating 2,000 shares out of the 1,000,000 shares of preferred stock that we are
authorized to issue, as Series A convertible preferred stock, and designating the relative rights and preferences of the Series
A convertible preferred stock. The stated value, which is also the liquidation: preference of the Series A convertible
preferred stock, was $10,000 per share. We were required to pay dividends on the Series A preferred shares, at the rate of
6% per annum of the $10,000 liquidation preference per share, through June 30, 2003;. at the rate of 9% per annum
thereafter until June 30, 2004; and thereafter at the rate of 12% per annum. At our option such dividends could be paid in
our common stock at the “conversion price” for the conversion of such dividends if such shares of common stock had been
_registered under the Securities Act of 1933 for sale in the public securities markets. The conversion price was fixed initially
at $15.00 per share. of our common stock. There are no shares of Series A convertible preferred stock outstanding. In
November 2004, the designation establishing the rights and preferences of the Series A convertible preferred stock was
eliminated from our certificate of incorporation so that we are no longer authorized to issue any more Series A convertible
preferred stock.

Series B Convertible Preferred Stock: On November 7, 2002, our board of directors adopted an amendment to our
certificate of incorporation designating 1,200 shares out of the 1,000,000 shares of preferred stock that we are authorized to
issue, as Series B convertible preferred stock at a stated value of $10,000 per share. Dividends. on the Series B preferred
shares were payable at the rate of 12% per annum, in cash or shares of common stock, at our option, except that in the first
year, dividends were payable, in advance, in shares of common stock.

The Series B preferred stock was convertible into common shares at any time at the option of the investor, based on a fixed
conversion rate of not less than $3.00, or commencing after February 1, 2003, based on an alternative conversion rate equal
to 90% of the average of the five lowest volume weighted average prices for our common stock for the twenty trading days
immediately prior to conversion, subject to a floor price of $2.50.

Serles C Convertible Preferred Stock On May 23, 2003, our board of directors adopted an amendment to our certlﬁcate
of incorporation designating 2,000 shares out of the 1,000,000 shares of preferred stock that we are authorized to issue, as
Series C convertible preferred stock at a stated value of.$6,000 per share. Dividends on the Series C preferred shares are
payable at the rate of 10% per annum, in cash or shares of common stock, at our option.

The Series C preferred stock was convertible into common shares at any time at the option of the investor, based on a fixed
conversion rate of $2 00 per share. :

Serles B & C - Elimination of De51gnat10n On June 16, 2005, the designations estabhshmg the nghts and preferences of
our Series B and C convertible preferred stock, of which no shares were any longer outstanding, were eliminated from our
certificate of incorporation so that we are no longer authorized to issue any more Series B or C convertible preferred stock.

Series D Convertlble Preferred Stock: On August 19, 2003 our, board of . d1rectors adopted an amendment to our
certificate of incorporation designating 2,000 shares out of the 1,000,000 shares of preferred stock that we are authorized to
issue, as Series D convertible preferred stock at a stated value of $10,000 per share. In the event we declare a cash dividend
on our common stock we will be required to pay.a dividend on each share of our Series D preferred stock in an amount
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equal to the cash dividend paid on one share of our common stock multiplied by the number of shares of our common stock
into which such one share of our Series D preferred stock can be converted.

Each holder of Series D preferred stock may, at such holder’s option, subject to certain limitations, elect to convert all or
any portion of the shares of Series D preferred stock held by such holder into a number of fully paid and nonassessable
shares of our common stock equal to the quotient of (i) the Series D liquidation preference ($10,000 per Series D preferred
share) divided by (ii) the Series D conversion price of $2.50 per share. The conversion price is subject to customary
adjustments to the Series D conversion price in the event of stock splits, stock combinations, stock dividends, distributions
and reclassifications and other corporate events.

Issuance of 12% Convertible Debentures:l’In March 2002, we engaged an investment-ba.nking firm to act as our advisor
and to assist in raising capital for us in the form of either debt or equity financing.

On May 13, 2002, we issued $2,333,000 of 12% convertible debentures, which were convertible into common shares at the
lesser of $3.36 or the price per share of the equity securities to be issued in a subsequent financing. These debentures,
payable April 10, 2003, bore interest at the rate of 12% per annum, up to October 10, 2002 and 18% thereafter. We also
issued 291,000 stock purchase warrants as part of this May 13, 2002 financing, exercisable at $4.50 per share for up to five
years from the date of grant. The warrants had price protection features whereby the price of the warrants can be reduced to
the prices at which common stock or common stock equivalents are thereafter sold by us.

On June 28, 2002, $600,000 of these debentures sold on May 13, 2002 were converted into Series A preferred stock at
110% of face value. Additionally, on June 28, 2002, we issued an additional $250,000 of 12% convertible debentures and
$1,200,000 in Series A convertible preferred stock. The total face value of the preferred stock issued was $1,870,000 which
consisted of the $1,200,000 of cash proceeds received, the $600,000 face value of converted debentures and the $70,000 of
additional conversion face value. Additionally, thé Series A preferred stock was convertible into common shares at-a rate of
$1.50 per share. The Series A preferred stock had provisions whereby redemption was out of our control; therefore, the
preferred stock was classified as temporary equity. =

On June 28, 2002, we also issued 654,624 common stock purchase warrants, at an exercise price of $1.875 per common
share for a five-year period. Of the 654,624, an aggregate of 31,250 warraints were issued with the convertible debentures,
with the remainder issued with the Series A preferred stock. The warrants also had similar price protection features,
whereby the price of the warrants can be reduced to the prices at Wthh common stock or common stock equivalents were
thereafter sold by us. :

During the third quarter 2002, we issued $1,425,000 in convertible debentures, with terms comparable to those issued in the
second quarter. Additionally, 178,127 warrants were issued with similar terms to warrants issued on May 13, 2002. In
October and November 2002, prior to our Seriés B preferred’ stock financing, we issued an additional $1,900,000 in
convertible debentures and 237,503 warrants, with terms comparable to those issued earlier in 2002.

We deferred the payment of interest due on June 30 and September 30, 2002, pending the completion of our Series B
preferred stock financing. These debentures along with the accrued interest were convertible into equity securities if we
completed the sale of at least $5;000,000 in equity securities by July 12, 2002, which date was extended through November
13, 2002. On November 13, 2002, these debentures and accrued interest were converted into Series B preferred stock with
the closing of the Series B preferred stock financing. These were converted at the rate of 110% of the debentures plus
accrued interest into $10,000 par value Series B convertible preferred shares.

The relative estimated fair value of the warrants issued in connection with the debentures of $440,523 was recorded as debt
discount, as well as the estimated fair value of the beneficial conversion features of $1,042,663. Both of these values were
being amortized over the-remaining life of the convertible debentures, or through April 10, 2003. Upon conversion, the
remaining unamortized beneficial éonVersion features were charged to interest expense.

The relative estimated fair value of the warrants issued in connection with the Series A preferred stock of $797,919 was
recorded as a discount to the preferred stock and was reﬂected as interest expense, on the date of issuance. Additionally, the
estimated fair value of the benéficial conversion feature of $859,256 has been recorded as an additional discount and
réflected as interest expensé. The Series A preferred stock 'had no redemption date, and therefore the charge to 1nterest
expense was reflected immediately as the conVersion privilege was exercisable immediately.
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First Sale of Series B Convertible Preferred Stock: In November and December 2002, we issued 938.2742 shares of
Series B convertible preferred stock to several investors in a-private placement for an aggregate of $8,178,000, which
included $1,070,000 of new Series B‘pr‘eferred stock and the conversion of the aforementioned convertible debentures and
convertible Series A preferred stock. We recorded a loss on extinguishment of -debentures -and preferred shares of
$1,004,027, principally due to the additional buying power granted t6 the investors restlting from the difference between
the present value of the original debt and the revised present value..The convertible debentures and convertible Series A
preferred stock were converted at 110% of face value plus accrued interest. In addition, these investors were granted Series
A warrants to purchase 938,275 shares of our common stock at an exercise price of $.01.These Series A warrants vested
immediately and were exercised immediately, upon igrant. The investors were also granted Series B-1 and B-2 warrants,
which could be used to purchase 542,989 and 469,138 shares of common ‘stock at an exércise price:of $15.00 and $20.00
per share, respectively. These B-1 warrants were exercisable beginning August 13, 2003 and expite ‘seven years from the
date of grant and the B-2 warrants were exercisable beginning November 13, 2003 and expire seven years from date of
grant. We assigned values to the Series B preferfed stock of $9,382,742 and the Series A;'B-1 and'B-2 warrants issued to
the investors of $2,245,206, $694,447 and $539,390, or.$3,479,043"in the aggregate based upon' the relative fair market
value of the stock at the date of issuance and the estrmated farr market Value of the warrants, us1ng the' Black Scholes
option pricing model SR , . . -

The warrants 1ssued w1th the second quarter and thrrd quarter 2003 ﬁnancmgs were exchanged for B 1 warrants, 1ssued in
the fourth quarter of 2003 S : e o - :

The first year’s drvrdends on the Series B preferred stock were paid ifi advance in common shares at the rate of 12% upon
issue of the preferred shares and were to-be paid sennannually in ‘subsequent years, in ‘either cash or common shares, at our
election, until the preferred stock'is converted.to common shares, For the first year’ dividends totalitig $1,125,559, paid in
common stock, the investors were issued 375,315 ‘shares of common stock of Wthh 293 489 shares were- 1ssued in
November 2002-and 81,826 shares in January- 2003‘ L “j - : P

In addition, certain of the investors were given optrons to purchase for one year and for amounts ranging from 100% to
200% of their investments, additional sharés of the Senes B convemble preferred stock at the’ prrce pa1d for such stock by
investors on November 13, 2002. - : R i RC :

H.C. Wainwright & Company, Inc. (Wainwright) acted as placement agent in this private placement. For its services as
placement agent, we paid Wainwright $601,490. Legal and othér professional fees totaled $155,997." All but $136,046 of
the $755,487 aggregate costs was amortized to interest: expense ‘when the $5;908,000 -convertible debentures and-
$1,200,000 ‘of Series A preferred stock were converted to Series' B preferred stock. In connection with the Series B
conversion, we granted Wainwright and its agents warrants to purchase 800,000 -and 500,000 shares of common stock, at an
exercise price of $.01 and $15.00, respectively; exercisable immediately upon ‘issue and August 13, 2003, respectively.

These warrants expired on January 31, 2003 and will expire seven years from issue, respectively. In December 2002, we
issued 35,273 shares of common stock upon exercisé of the $.01 warrants granted to Wainwright. The fair market value

assigned to the Wainwright wartants was $280,000 and $24,615, or $304,615 in the aggregate, for the $.01 warrants and the
$15.00 warrants, respectively. Total share issuance'costs were $866,612 inclusive of professional  fees, the $136,046
referred to above fees paid to Wainwright, and the fair value of the aforementioned warrants. Issuance costs for the Series-B
preferred stock are reflected as a reduction of the proceeds from the sale of the preferred stock.

Second Sale of Senes B Convertible Preferred Stock In February 2003, we received ‘gross proceeds of $2 000,000 from
the sale of our Series B convertible preferred stock. We issued ‘to such investors 200 shares of-Series B convertible
preferred stock, 292,308 shares of common stock (including 92,308 shares of common stock constituting the first year's
dividends on such 200 shares of Series B convertible preferred stock, which dividends were pafd in'advance, and 200,000
shares of common stock, which were issued upon exercise of Series A warrants, exercised at $.10 per share) and warrants to
purchase an additional 200,000 shares of common stock, of which warrants to purchase 100,000 (the B-1 warrants) shares
were exercisable at $15.00 per share and warrants to purchase the other 100,000 (the B-2 warrants) shares were exercisable
at $20.00 per share. In May -and June 2003, in conjunction with the conversion of virtially' all of the Series B preferred
stock and our reverse stock split, these B-1 and B-2 warrants werée amended and restated to provide for exercise prices of
$4.00 and $5.00, respectively. PRF did not convert its 50 shares of Series B preferred stock on May 23, 2003 and,
accordingly, the exercise price of its B-1 and B-2 Warrants were not amended and remained at their original exercise price
of $15.00 and $20.00, respectively.
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Wainwright acted as placement agent in this private placement and in addition to cash compensation, we granted warrants
to purchase an aggregate of 37,692 shares of common stock, exercisable at $0.01 per share, to employees of the placement
agent firm. The fair value of these warrants was $86,692. Total-share issuance costs were $393,488 inclusive of
professional and investment banking fees and the fair value of the aforementioned warrants. Issuance costs for the Series B
preferred stock are reflected as a reduction of the proceeds from the sale of the preferred stock. During 2004 certain of these
warrants to purchase 32,460 shares of our common stock were exercised. We received $325.00.

Dividends were payable in cash or common shares at our option; at the rate of 12% per annum. An accrued dividend of
$50,000 at December 31, 2004 was provided for within stockholders’ deficit, as it was our intention to issue common
shares in payment of the dividend. These dlvrdends were paid upon the conversion of the Series B preferred on January 5,
2005 as described in Note 10. :

Sale of Series C Convertible Preferred Stock: In May and July 2003, we received gross proceeds of $5,690,000 from the
sale of 948 shares of Series C convertible preferred stock, issuing warrants to purchase 1,707,000 shares of our common
stock exercisable at $3.60 per share. Our Series C preferred stock had a stated value of $6,000 per share and was
convertible into 2,844,999 shares of common stock at $2.00 per share. In addition, in connection with the Series C
financing, investors, other than Paul Royalty Fund, agreed to convert their Series B preferred shares into common shares or
their equivalent. As a result, 605.389 shares of Series B preferred stock were converted into 2,421,556 shares of common
stock and 482.885 shares of Series B preferred stock were converted into an equal number of shares of Series D preferred
stock (with a common stock equivalent of 1,931,540 shares). The Series D convertible preferred stock is non-redeemable
and has a stated value of $10,000 per share. As part of the May 2003 Series C financing, employees of the investment-
banking firm which arranged the Series C. financing were granted warrants to purchase 149,520 shares of our common
stock at an exercise price of $.01 as part of their compensation. Accordingly, we recorded $269,000 in Series C preferred
share issuance costs related to the warrants issued. Total share issuance costs were $797,327 inclusive of professional and
investment banking fees and the fair value of the aforementioned warrants. Issuance costs for the Series C preferred stock
are reﬂected as a reduction of the proceeds from the sale of the preferred stock.

Dividends were payable in cash or common _shares at our optlon, at the rate of 10%, per annum. An accrued dividend of
$563,805 and $336,550 at December 31, 2004 and 2003, respectively, was provided for within stockholders’ deficit. In
January 2005 we issued common shares in payment of these dividends.

Deemed Dividend:. In conjunction. with these conversions, all Series B-1-and B-2 warrants were amended to provide for
revised exercise prices of $4.00 and $5.00, respectively. Paul Royalty Fund did not exercise its right to convert its 50 shares
of Series B preferred stock into common stock or its equivalent and as such, its B-1 and B-2 warrants were not amended
and remained at their original exercise prices of $15.00 and $20.00, respectively..As a result of the change in the B-1 and
B-2 warrants at May 23, 2003, we recognized a deemed dividend to investors of $519 000.

Based on the relative fair market value of the preferred stock at the dates of issuance and the estimated fair market value of
the warrants, using the Black-Scholes option pricing model, at-December 31, 2003, we assigned values to the Series C
preferred stock and the Series C warrants of $4,464,368 and.$1,225,632, respectively. Similarly, we assigned values to the
Series D preferred stock, based on values previously assigned to the Series B preferred stock.

Additionally, since the effective conversion price of the Series C preferred stock on the date of issuance was lower than the
market value of the common shares on that. date, we recognized $691,000 of additional discounts on the preferred
issuances: This conversion feature was charged to retained earnings as accretion.of discount.

In August 2003, holders of 483 shares of Senes B convertlble preferred stock converted their shares into an equal number
of shares of Ser1es D convertible preferred stock: R .

In June and October 2004 a holder of 35 624 shares of Serles C preferred .stock with a value of $137,752, converted its
shares into 106,872 shares of common stock. Additionally we issued 13 743 shares of our common stock valued at $30,099
as payment of dividends on the converted Series C preferred stock. - .7
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12 - STOCK OPTIONS

In April 1996, the Board of Directors and stockholders approved the adoption of a stock option plan (the “Plan”). The Plan
provided for the grant of options to purchase up to 35,000 shares of our common stock. These options may be granted to
employees, our officers, our non-employee directors, consultants, and advisors. The Plan provides for granting of options to
purchase our common stock at not less than the fair value of such shares on the date of the grant. Some of the options
generally vest ratably over a four-year period, while others vest immediately. The options generally expire after seven
years. ‘ "

In August 1998, the stockholders and Board of Directors ratified and approved an amended and restated 1996 Stock Option
Plan increasing the maximum number of shares of our common stock for,which stock options may be granted from 35,000
to 155,000 shares. In August 2000, the stockholders and Board of Directors ratified and approved the second amendment to
our Amended and Restated 1996 Stock Option Plan increasing the number of shares of our common stock for which
options have been or could be granted under the Plan from 155,000 to 300,000 shares.

In February 2003, the stockholders and Board of Dlrectors ratified and approved an amendéd and restated Stock Option
Plan, increasing the maximum number of shares of our common stock for which stock options may be granted from
300,000 to 450,000 shares As of December 31, 2005 15,458 options were available for grant under the Plan.

In July 2005, the Board of Duectors and stockholders approved the adoptlon of the 2005 Stock Option Plan (the “2005
Plan”). The 2005 Plan provides for the grant of options to purchase up to 1,000,000 shares of our common stock. These
options may be granted to employees, our officers, our non-employee directors, consultants, and advisors. The 2005 Plan
provides for granting of options to purchase our common stock at not less than'the fair value of stch shares on the date of
the grant. As of December 31, 2005, all of the 1,000,000 options were available for grant under the 2005 Plan.

Our Board of Directors or its Stock Option ,.Corr_rmittee has determined the exercise price for all stock options awarded.
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The following table summarizes the stock option activity through December 31, 2005:

; C L : A ‘Weighted
: ‘ o average
CL exercise
I : Number price ($)
- Granted — adoption of stock option‘plan © 15,600 70.80
Balance, December 31, 1996 ‘ 15,600 70.80
Granted 12,300 119.40
Forfeited, expired ~ ~ L (300) ¢ 66.30
Balance, December 31 1997 ’ " ' 27,600 1 92.50
Giantéd T 68975 121.00
Exercised o " T (675) 74.20
Forfeited, expired ‘ - o (1,450) 111.90
Balance, December 31,1998 - . 94,450 111.70
Granted S . 39,900 . ~108.70
Forfeited, explred e e (22,100), .- ..149.30
Balance, December 31, 1999 ‘ 112,250 103.30
.Granted C Co 44996 - .- 79.60
Exercised - - AU (350) - . 70.00
Forfeited, expired . o o (4,485) 82.70
Balance, December 31 2000 ooy e 152,411 123.00
.. Granted S e e e e 75,650 59.30°
Forfeited, explred (24,730) ) 74.10
Balance; December 31,2001  © < -+ 203,331 " 85.40
Granted 115,511 12.90
Forfeited, expired (31,630) 76.80
Balance, December 31, 2002 287,212 57.30
Granted ' 160,861 2.20
Forfeited, expired (99,874) 84.02
Balance, December 31, 2003 348,199 24.16
Granted ‘ 129,500 1.92
Forfeited, expired (49,375) 20.32
Balance, December 31, 2004 428,324 15.40
Granted ‘ 36,000 0.33
Forfeited, expired - (29,782) 15.34
Balance, December 31, 2005 434,542 14.16

The following data has been provided for exercisable options:

Year ended December 31,

| 2005 2004 2003
Number of options 347,267 258,574 250,508
Weighted average exercise price $16.92 $23.04 $2998 -
Weighted remaining contractual life 3.59 years 4.18 years 4.79 years
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The following table summarizes option data as of December 31, 2005:

Weighted
- " Average ° Weighted g Weighted
: " Remaining Average = ' Average
~ Range of Number -Contractual - Exercise Number * Exercise
exercise prices outstanding foe (vears) - Price - Exercisable Price
'$0.26 10 $0.99 © 64,500 ' 4.40 $0.63 60,000 “T 8062
$1.80 to $8.75 285,736 4.18 $2.81 204,611 $3.07
$29.10 to $80.00 67,630 2.45 - $5388 65,980 $53.74
$90.00 to $127.50 16,676 1.81 $99.84 16.676 - $99.84

434.542 3.85 . - $14.16 347,267 $16.92

We recogmzed approxnnately $1,696, 000 of compensatxon expense for options and warrants 1ssued to ofﬁcers and our
directors in 1998. Such options and warrants were accounted for as variable option grants. Such options and warrants had
vested prematurely in December 1998 upon the exercise of warrants owned by one of our directors, in accordance Wlth the
terms of certain compensatlon prov1s1ons provided for and approved by our Board of D1rectors

During the years ended December 31 2005, 2003 and 2002, we issued, 6 359,238 (see Note 10), 894,400, and 380, 000
options, respectively, to senior executives, which were not included in the Plan. During the year ended December 31, 2004
we issued 100,000 options to a director which was not included in the Plan. These options vested immediately and expire
seven years from date of grant. The following table provides the exercrse price for options issued to the director and senior
management.

Remaining ‘
Number Exercise Contractual
Outstanding ~ Price ‘Llfe (years)

6,359,238  $0.25  6.81
460,000 $1.80 " 415
140,000  $2.00 '~ 3.96
74000 $2.10 . 442
. 380,000 $350 . 3.89 )
: 320400 $3.60 . 418
7,733,638 . - f

In add1t10n we recognized $7,189 and $94 393 in consulting expense in 2005 and, 2004, respectlvely, for warrants granted
to 1ndependent consultants for services rendered to us. : : ‘

13- RELATED PARTY TRANSACTIONS

Due to F ounder

Pursuant to an amended agreement, we had engaged the services of Dr. Mark Eisenberg, one of our directors, who is also
one of our founders, as a consultant. through August-31, 2005. During 2003, we terminated our agreement with Dr.
Eisenberg and discontinued research activities in Australia, For the period from inception to:December 31, 2003 production
and laboratory costs include compensation due to Dr. Eisenberg of approximately $1,029,000. In accordance with the
settlement agreement, we recorded consulting expense of $194,656 for the remainder of the $304,478 of consulting fees
due under the consulting agreement with Dr. Eisenberg. Additionally, we recorded $28,881 in rent expense that we owed
Dr. Eisenberg for the space we occupied in the Australian laboratory. The total amount due Dr. Eisenberg under the
settlement agreement aggregated $398,574 which represents unpaid consulting fees, the rent for the Australian laboratory,
and $65,215 of advances made by Dr. Eisenberg on our behalf. We settled the balance due Dr. Eisenberg in 2004 by
issuing 100,000 options to purchase our common stock at an exercise price of $2.00 per share. We recorded the $398,574

settlement in 2004-as a contnbutlon of capital given that the settlemerit was with our director. These optlons w111 explre in
five years. ‘ . : ‘ o o
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Research Collaboration

On October 11, 2004 we entered into a collaboration with Hapto Biotech, Inc., for the purpose of further developing
promising product leads identified through a.research collaboration established in September 2002 between us and Hapto
Biotech, utilizing each company’s .proprietary technologies. The activities of the two entities has been conducted in a new
entity, Hapto / Ortec Collaboration, LLC. The agreement prov1des for a license agreement to.us if the collaboration is,
successful in: developmg other technology (as.defined) which can be used to treat hard to heal chronic wounds (as defined).
See “Letter of Intent’ in Note 14. . . ‘ , :

Change of Control Agreements

In December 1998, our Board of Directors authorized agreements between us and two of our executive officers and another
employee which state that in the event of a “change of control” certain “special compensation arrangements” will occur. A

“change of control” is defined as a change in the ownership or effective control of Ortec or in the ownership of a substantial
portion of our assets, but in any event if certain members of our Board of Directors no longer constitute a majority of the
Board of Directors. In the event that such change of control occurs, the agreements provide these individuals additional
compensation, interest-free loans to exercise their stock options and warrants, and extensions of the expiration dates of all
of their then outstanding options and warrants so that none will expire in less than three years from such termination of
employrnent In addition, for all of the individuals, in the event of a change of control, all unvested opt1ons ‘and warrants
W1ll vest 1mmed1ately upon such change of control.

14 . COMMITMENTS AND CONTINGENCIES
Cell Therapy Manufacturing Agreement

In October 29, 2003 we entered into an agreement commencmg November 1, 2003 with Cambrex Bio Science
Walkersville, Inc., a subsidiary of Cambrex Corporatlon (Cambrex), for Cambrex to manufacture ORCEL in Cambrex’s
Walkerville, Maryland facilities. The Cambrex manufacturing facility is required to meet FDA’s good manufacturing
processes standards. Cambrex is experienced in the manufacture of cell- based medical products such as our ORCEL.

Our agreement with Cambrex requires us to currently pay Cambrex $132, 613 per month, or $1,591,350 per year, for the use
of a production suite in their facility located in Walkersville, Maryland. The payments we will make to Cambrex will
increase to $175,000 monthly, or $2,100,000 per year, if we require Cambrex to build us a larger production facility to meet
our requirements for the production of ORCEL. In 2005 and 2004 we incurred charges of $1,552,725 and $1,332,500,
respectively, for the use of Cambrex’s production facility. These amounts are included in product and laboratory costs.
Such annual payments include some-services and overhead €xpenses provided and paid for by Cambrex. These annual
payments we are required to make increase 3% per annum on the anniversary of thé commencement date: We are required
to pay 50% of the cost of the construction of that larger production facility up to $1,000,000 (up to $2,500,000 if we
terminate our Sales Agency Agreement with Cambrex). However, the amount. we contribute to the construction of that
larger facility will be repaid to us by credits against a portion of the future annual payments of $2,100,000 and of certain
other payments we are required to make to Cambrex after the larger facility is in use. We are also required to pay specified
hourly charges for the Cambrex employees engaged in the production of ORCEL as well as certain other charges. After
construction of the larger production facility we are required to acquire from Cambrex virtually all of our requirements- for.
ORCEL that Cambrex can produce. Prior to our election to have Cambrex construct the larger production facility for us,
either we or Cambrex may terminate the agreement on six months' notice by us and twelve months notice by Cambrex. If
we elect to have Cambrex construct the larger production facility for us the agreement will continue for six years after the
larger production facility is constructed. However, even after such construction we and Cambrex may elect to scale down
over the following three years the portion. of our requirements for ORCEL that Cambrex will produce for us. We may, elect
the scale down period at any time after one year after the larger production facility is constructed and in operation in which
event there are additional payments we must make to Cambrex. If we elect the scale down period after one year we must
pay Cambrex $2,625,000 and if we elect the scale down period after two years we must pay Cambrex $1,050,000: If we
elect the scale down periods in either of those two years, we forfeit our right to receive any further credits (up to the amount
of our contribution. to the cost of the-larger production facility) against payments we are thereafter required to make to
Cambrex. Either Cambrex or we may elect the scale down period later than three years after that facility is in operation and
neither of us will be required to make any additional payments to the other because of that election. If after the construction
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of the larger production facrhty we breach a material term of our agreement with Cambrex, or elect to terminate the
agreement, we will have to pay Cambrex the following amounts:

If termination occurs after the following . - Amount
anniversary of the construction of the: ' A of
larger production fac111ty . - Payment-
6 years s <= $1,050,000
5 years, but less than 6 years C - 1,575,000
.- 4.years, but less than 5years o 2,625,000 -
" 3 years, but less than 4 years - . : ' 3,675,000
2 years, but less than 3 years 5,250,000. .
1 year, but less than 2 years . 6,300,000 -

In addition, upon such’ termination we will forfeit our right to receive any further credits (up to the amount of our
contnbutron to the cost of the larger productron facility) agamst future payments we may have to make to Cambrex

Sales & Marketing Agreements

License Agreement: In October 2003, we entered into an exclusive License Agreement with Teva Medical Limited, a

subsidiary of Teva Pharmaceutical Industries Ltd. (Teva) for the sales and marketing of our ORCEL product in Israel. This

ten-year agreement, beginning on the date the product is launched for 'marketing in Israel, requires Teva to seek regulatory
and reimbursement approval for ORCEL in Israel. We received an upfront payment of $50,000 in 2003 which we recorded

as deferred income, see Note 6. We will receive an additional $50,000 within thirty days of grant of reimbursement

approval in Israel, and another $100,000 within 30 days of attainment of aggregate net sales of $3,000,000 in Israel within

any period of twelve consecutive calendar months. The agreement also provides for ORCEL pricing and terms of payment.

Additionally Teva will pay us royalties of 10% of net sales in Israel-up to $5,000,000 per. annum. If sales are-in excess of

$5,000,000 annually Teva will pay us 10% on the first $5,000,000 of sales in Israel and a 20% royalty on sales above

$5,000,000 in Israel. As of December 31, 2003, regulatory and reimbursement approval have not been achieved.

Sales Agency Agreement On October 18, 2004 we entered into a Sales Agency Agreement w1th Cambrex providing for
Cambrex to be the exclusive sales agent in the United States for our ORCEL product or any other future bi-layered cellular
matrix product of ours for the treatment of venous stasis ulcers, diabetic foot ulcers or any other therapeutic indication for
dermatological chronic or acute wound healing. The agreement is for a period of six years beginning sixty days after we
receive clearance from the FDA for the commercial sale of our ORCEL for the treatment of venous stasis ulcers. The
agreement requires us to pay commissions to Cambrex ranging from initially. at 40% of net sales and decreasing to 27% of
net sales. as the amount of sales increases. The agreement requires Cambrex to spend $4,000,000 for marketing efforts
during the sixteen-month per1od after the FDA clears our sale of ORCEL for the treatment of venous stasrs ulcers.

Cambrex had the right to terminate the agreement if we did not receive FDA clearance for: cornmerc1a1 sale of ORCEL for
the-treatment of venous stasis ulcers by April 1, 2005, and has the right to terminate if for any period of six consecutive
months beginning in 2007, sales are less than 9,000 units. We may terminate the agreement if sales of ORCEL are less in
any twelve month period than amounts targeted in the agreement for that-period (ranging from 10,000 units in the first
twelve month period to 100,000 units in the sixth twelve month period). - .

Concurrent with the Sales Agency Agreement we entered into a License Agreement pursuant to which we licensed certain
intellectual property rights to Cambrex. We aiso entered into a Security Agreement with Cambrex to secure the
performance of our obligations under the Manufacturing, License, and Sales Agreement. The secured collateral consists of
. all accounts, cash, contract rights, payment intangibles, and general intangibles arising out of or in.connection with the sale
of products pursuant to the sales agreement and/or license agreement, and all supporting obligations, guarantees and other
security therefore, whether secured or unsecured, whether now. existing or hereafter created. The lien and security interest
under this security agreement is subordinate and junior in priority to the perfected lien and security interest granted to Paul
Royalty Fund as secured party under the Paul Royalty Secunty Agreement :

In connectlon w1th the Sales Agency Agreement our manufactunng agreement with Cambrex was modrﬁed so that if
Cambrex builds us a larger production facility the maximum amount we could be requ1red to contribute to that construction
- was reduced from $2,500,000 to $1,000,000. ‘
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Supply Agreements

Cell supply agreement: In April 2004, we entered into a Material Supply Agreement with ES Cell International Pte
Ltd.(ESI). Under the terms of the agreement, we provided ESI with human skin cells generated from cell lines developed
and manufactured by us for use in -our ORCEL product. We received a $50,000 up-front fee upon the signing of the
agreement and we received an additional $150,000 upon first delivery of certain specified cell lines. We have recorded
these amounts in interest and other income in 2004, We will receive milestone payments of $150,000 within 30 days of an
investigational new drug filing for the ESI Focus Cell Therapy line and an additional $150,000 upon ESI’s receiving
regulatory approval for marketing: of the ESI Focus Cell Therapy product. We will additionally receive royalties equivalent
to .5% of product sales revenue or, license or distribution fees or other payments. The payment of these additional amounts
are wholly dependent on ESI achieving their milestones. No additional payments were received in 2005. :

Sponge supplier: We purchase bovine collagen sponges, a key component-of ‘ORCEL, from one supplier who produces the
sponges to our specifications. On December 30, 2004 we entered into.a two-year supply agreement with this supplier.
Under such agreement we agreed to minimum purchase commitments. We agreed to purchase a minimum of 3,500 units of
finished collagen sponges within the first twelve-month period. The value of such commitment is approximately $200,000.
Such commitment was not achieved in 2005 and we were released from any resulting liability by the supplier. We also
agreed that subsequent to a written notification from the. FDA allowing us to sell ORCEL commercially for treatment of
venous stasis ulcers we will provide such suppher projections - for> one or more subsequent quarters and the parties will be
obligated to purchase and sell those, prOJected amounts, ' :

ot

GovernmentRegulatwn « I . : ‘ : . N

We are subject to extensive govemment regulation. Products for human treatment are subject to rigorous preclinical and
clinical testing procedures as a condition for clearance by the FDA and approval by similar authorities in foreign countries
prior to commercial sale. Presently, we are continuing our clinical trials for-the use of our product in the treatment of
patients with venous stasis ulcers and to submit the results of our-human clinical trials to the FDA; however, it is not
possible for us to determine whether the results achieved from the human clinical trials will be sufficient to obtain FDA -
approval. If we are unable to obtain FDA approval, we may no longer be able to continue our operations. It is not possible
for us:to determine whether-the results.achieved from that human clinical trial will be sufficient to obtain FDA clearance.

e ' L

P

Letter of Intent

In December 2005 we executed a non- b1ndmg letter of intent to acquire Hapto Biotech (Hapto), a privately-held company
focused on the development of two proprietary fibrin derived platform technologies::Fibrin Micro Beads (FMB’s) and
Fibrin based peptides, (Haptidesm'). Hapto’s research indicates that FMB’s have the ability to optimize the recovery,
potential delivery and therapeutic value of adult stem cells. In October 2004, Ortec and Hapto initiated their relationship by
forming a ‘joint venture to combine our proprietary collagen biomaterial technology and Hapto’s Haptide™ peptide
technology to develop non cellular, biclogically active enhanced biomaterials to promote the attraction and dttachment of
cells for application to the wound healing, reconstructive, cosmetic, tissue regeneration and dental markets. We closed our
acquisition of Hapto on April 14, 2006. For such acquisition we issued a-total of 30,860,000 shares of our common stock to
the Hapto shareholders and granted them warrants to purchase an additional 3,000,000 of our common shares at $0.30 per
share. The 1nvestment bankmg ﬁrm of Rodman & Renshaw LLC acted as our advisor in thlS acquisition.

15-- INCOME TAXES

We have deferred start-up costs for income tax purposes and intend to elect to amomze such costs over a period of 60 -
months, under Section 195(b) of the Internal Revenue Code when we commence operatlons

At December 31, 2005, we had net operating loss carry forwards of approximately $30,781,000 for Federal and New York

State income tax purposes expiring through 2025. Due to the merger of Skin Group with and into Ortec in July 1992, the

net operating losses and other built-in deductions existing at that time were subject to annual limitations pursuant to Internal

Revenue Code Section 382. Our ability to utilize net operating losses:and other buili-in deductions generated after that date

may be limited in the future due to additional issuances of our common stock or other. changes in-control, as defined in the

Internal Revenue Code and related regulations.
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For financial statement purposes, a valuation allowance of approximately $56,795,000 at December 31, 2005 has been
recognized to offset entirely our deferred tax assets, which arose primarily from our operating loss carry-forwards and the
. deferral of start-up expenses for tax purposes, as the realization of. such deferred tax assets is uncertam Components of our
deferred tax asset are as follows: s ' : :

Net operating loss carry-forwards- o g 12,928,000

Deferral of start-up costs 29,387,000 ¢

Interest 8,381,000

Loss on settlement of promissory notes 5,494,000

Other = 605,000 ,
S o "’ 56,795,000 i

Valuation allowance | (56,795,000)

Net deferred tax asset $ - \

The followmg reconciles the 1ncome taxes computed at the federal statutory rate to the amounts recorded in our statement
of operations:

Cumulative from
ety March 12, 1991
; IR (inception) to
Year ended December-31, | ~ December 31,

. 2005 . L2004 2005

Income tax benefit at the '

Statutory rate : $  (10,327,000) $ (5,233,000) $ , (48,400,000)
State and local income taxes, '

net of Federal benefit =~ ‘ o (2,429,000) - . .- (1,231,000) - (9,563,000)
Permanent difference » - 8,000 ¢ 1 775,000 . 1,168,000
Effect of valuation allowance .. ‘ 12,748,000 - . 6,459,000 - 56,795,000

» e ‘ : $ T $ -

Our net operating loss tax-carry-forwards expire as follows: o

Year ending December 31,

2006 7§ T 76,000
: o © 2007 7 233,000
o o 2008 ¢ 511,000
' ' S 2009, 7 597,000
2010 . 440,000 }
2011 .. 677,000
2012 . 839,000 o
2018 1,189,000 L
02019 . 2,602,000
2020 ... 3,535,000
2021 - 4014000, . ‘
2022 . - 3,311,000 L
2023: 43,054,000 ' :
2024 e, 1 5,448,000

2025 - 4,255,000
S $ 30781000

1 LI
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16 - FAIR VALUE OF FINANCIAL INSTRUMENTS

Statement of Financial Accountrng Standards No 107 “Farr Value of F1nanc1a1 Instruments requires disclosure of the
estimated fair value of an entity’s financial instrument assets and liabilities. For us, financial instruments consist prm(:lpally ,
of cash and cash equivalents, loans payable and other long-term obligations.

The following methods and assumptions were used to estimate.the fair value of each class of financial instrument for which
it is practicable to estimate that value. o

Cash and Cash Equivalents , - s

S
The carrying value reasonably approximates fair value'because of the short-term maturity of those instruments.
Loans Payable and Other Long-term Obligations

Based on borrowing rates currently available to us for other financings with similar terms and maturities, the carrying value
of our loans payable, capital lease obligations and other long-term obligations approximate the fair value.

17 - RETIREMENT PLAN

The Company maintains a defined contribution 401(k) savings plan (401(k) plan) for the benefit of eligible employees.
Under the 401(k) plan, a participant may elect to defer a portion of annual compensation. Contributions to the 401(k) plan
are immediately vested in plan participants' acéounts. Plan'expenses were $4,485 and $3,255 for the years ended December
31, 2005 and 2004, respectively. We do not match employee contributions.

18 - SUBSEQUENT EVENTS S

Legal Challenge Withdrawn: In January.2006 we were informed that Advanced Tissue Sciences withdrew its appeal
against the grant of our European patent of ORCEL. We were originally granted its European patent in December 1997 and
received notification in November 1998 that it was being challenged by Advanced Tissue Sciences. In March 2002, we
announced that we had successfully defended Advanced Tissue Sciences’ opposition filed with the European Patent office
and, subsequently, Advanced Tissue Sciences appealed the patent offices’ decision, but is now withdrawing that appeal.
Withdrawal of the appeal by Advanced Tissue Sciences concludes this litigation and our European patent remains as
originally issued.

Modification of Registration Rights Agreement In October 2005 we closed a private placement in which we sold our
common stock and Series F warrants to a group of accredited investors. In connection with such sales we entered into an
agreement with such investors whereby we undertook to register all of the shares of our common stock they purchased, and
the shares of our common stock issuable upon exercise of our Series F warrants they acquired, in that private placement.
We agreed that if we did not file that registration statement by January 6, 2006, or have that registration statement declared
effective by March 14, 2006, we would pay liquidated damages to the purchasers. Our agreement with those purchasers
provided that the holders of a majority of the shares of our common stock we were required to register pursuant to that
agreement (the “majority holders”) could modify and/or waive our obhgatrons under that agreement and such modification
and/or waiver would be binding on all the purchasers in that pnvate placement. On January 30, 2006 the majority holders
(i) waived our obligation to pay any liquidated damages for our failure to file the registration statement by January 6, 2006;
(ii) extended to June 7, 2006 the time by which the registration statement had to be declared effective before we had to pay
any liquidated damages and (iii) permitted us to include in such registration statement shares of our common stock we may
issue, or that will be issuable, in (x) a transaction in which we acquire by merger another biotechnology company and/or
(y) a new private placement of our séctrities in which we raise up to $10,000,000. Such modification and waiver will
enable us to pursue such acquisition and pnvate placement w1thout mcumng those liguidated damages expenses.

Availability of Authorized Shares. On January 30 and 31, 2006, North Sound Capital, LLC (North Sound) and SDS
Capital Group SPC, Ltd. (SDS) entered into agreements with us whereby they agreed not to convert any of the aggregate of
6,272.0156 shares of our Series D Convertible Preferred Stock owned by them, nor exercise any of our Series F warrants
held by them, until such time that we are able to obtain approval from our stockholders to amend our certificate of
incorporation to increase the number of shares of our common stock we are authorized to issue, or take such other corporate
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action, which will enable us to have sufficient number of shares of our common stock which we are authorized to issue, to
issue in a private placement of our securities and in the acquisition of a biotechnology company, which proposed
transactions are both referred to above. These agreements will provide us with the ability to use the approximately
33,000,000 shares which North Sound and SDS have agreed not to acquire, together with our available authorized shares, in
such proposed private placement and acquisition transactions. . These ‘agreements will be voided if we are unable to
complete the proposed private placement of our securities before April 30, 2006. We have agreed that after the completion
of the proposed private placement and/or acquisition we will proceed promptly to file a proxy statement for a rneetmg of
our stockholders at which we expect to increase the number of shares of our common stock we are authorized to issue, or
take such other corporate action, to have available for issuance enough shares of our common stock upon conversion of
North Sound’s and SDS 8 Senes D Convemble Preferred Stock and upon exerc1se of their warrants ‘

Reduction of Liquidation Preference All of the 6,272.0156 shares of our outstandmg Series D Convertible Preferred
Stock are owned by North Sound and SDS. On January 30 and 31, 2006 North Sound and SDS entered into agreements
with us agreeing to exchange all of their shares of our Series D C(Srivertible Preferred Stock into an equal number of shares
of our new Series D-1 Convertible Preférred Stock. The only difference between our Series D Preferred shares and our
Series D-1 Preferred shares is that the liquidation preference of the Series D Preferred shares is $10,000 per share and that
of the Series D-1 Preferred shares is $10 pershare. Each Series D-1. Preferred share will be convertible (as is each Series D
Preferred share) into 4 000 shares of our common stock

Other than North Sound and SDS, and other of our shareholders and warrant holders who signed the modification and
waiver agreements referred to above, being owners of our common stock, of our Series D Convertible Preferred Stock and
of our warrants to purchase shares of our common stock, we have no material relationship with any such person.

Cambrex Suite Deal II: On February 13, 2006 we entered into an agreement with our manufacturing and marketing
partner, Cambrex, whereby for the six-month period January 1 to June 30, 2006 the $132,612 monthly charges we incur for
rental of a production suite used to produce ORCEL at their Maryland facility, Cambrex has agreed to accept 736,733
shares of our common stock monthly in lieu of a cash payment. During the term of the agreement we will issue an
aggregate 4,420,398 common shares for the aggregate amount of $795,672. We will also issue a three-year warrant
commencing July 1, 2006 to purchase 1,105,100 shares of our common stock at $0.75 per share. Each of these securities
will carry certain registration rights.

Third Amendment of Lease: On March 16, 2006 we agreed to a two-year lease extension at our 14,320 square foot New
York City lab and office facility location commencing January 1, 2006. We agreed to a monthly rental of $60,860 or
$730,320 per annum. We will have the option to renew for an additional two years at the rate of $63,843 per month, or
$766,120 annually '

Vendor Settlement: On March 17, 2006, we settled a vendor liability of approximately $102,000 for $35,000 cash payable
in seven equal monthly installments and a three-year warrant to purchase 285,000 shares of our common stock at an
exercise price of $0.25. The warrant has piggyback registration rights.

Bridge Financing: In March 2006, we received $380,000 in short-term loans from two entities. One loan for $130,000
was from one of our executive officers, is non-interest bearing and is payable from the proceeds of the recent private
placement of our securities. The second loan for $250,000 bears interest at 8% per annum and was from the investor who
had a committed to provide us with $1,058,000 by the later of the filing of our pre-market approval application for our
confirmatory venous leg ulcer trial, or March 31, 2006. This $250,000 loan automatically converted into the equity
securities we issued in our recent private placement at 1.2 times the principle and accrued interest amount. Additionally we
agreed that since the investor provided us with the funds earlier than was required, upon conversion of such $250,000 loan
to our equity securities, we would forego such investor’s $808,000 remaining commitment and that the earlier repricing
(upon commitment) of our warrants held by such investor would not be affected.

On March 31, 2006, we received $65,000 in a short-term loan from our executive officers, of which $35,000 was repaid on
April 6, 2006. On April 3, 2006 we received another short-term loan of $45,000 from another of our executive officers.
Both of these loans will be repaid from the proceeds of our recent private placement. On April 17, 2006, with the
completion of our recent private placement, we converted the $250,000 short-term loan with its then outstanding loan
balance of $301,333 into 301.33 shares of Series E Preferred Stock, and issued a warrant to purchase 1,506,665 shares of
our common stock at an exercise price of $0.50 per share. On April 5, 2006 we received a $200,000 a short-term loan due
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April 30, 2006 to, be repaid at-110% of principal plus accrued interest at 8% per annum on the.original $200,000 principal
balance. We, issued a three-year.warrant to purchase 50,000 shares of our common stock-at an exercise price of $0.50 per
share to the lender. G e e e e v '

Private Placement: On April 17, 2006, we completed a private placement sale for aggregate gross proceeds of $6,176,000
to accredited investors of our 6%, Series E Convertible Preferred. Stock and warrants to purchase our common stock. The
Series E Convertible Preferred,Stock is entitled to vote on an “as converted” basis on all matters submitted to a.vote by the
holders of the common stock. At,any time these investors can conyert their preferred stock into common stock at a $0.20
conversion. price. If we complete a reverse-split of our: outstanding ‘common stock:by June 16, 2006, the investors are
obligated to convert their preferred sfock on-the 21% trading day following such reverse split by dividing the amount they
paid for such preferred shares plus dividends at 6% per annum, by the lesser of $0.20, or 90% of the average of the volume
weighted average prices for our.common stock for the twenty trading days following the effective date of such reverse
stock, split. We issued. five-year warrants to purchase our common stock -at, $0.50 per share, for the number of common
shares equal to the purchase price paid for our convertible preferred shares diyided, by $0.20, or warrants to purchase an
aggregate of 30,880,000 of our.common shares. The warrants carry full ratchet price reset provisions should we sell our
common stock or our other. securities.convertible into, or exercisable for, our common stock, at an effective price per
common share, less than the $0.50 exercise price of the warrants. We are obligated-to register, under the Securities Act of
1933, all of the shares of our common stock issuable upon conversion of the 6% Series E Convertible Preferred Stock,:or
upon exercise of such warrants. We will pay investors 2% per month for any failure to timely file by June 18, 2006 or
obtain an effective registration statement, by August 17, 2006.
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